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Health and Human Services Department
RULES
Basic Health Program:

Federal Funding Methodology for Program Year 2022 – 35615 ( Jul 7)
Coal Workers' Health Surveillance Program:

Autopsy Payment – 24336 ( May 6)
Countermeasures Injury Compensation Program:

Smallpox Countermeasures Injury Table – 45655 ( Aug 16)
Electronic Import Entries; Technical Amendments – 17059 ( Apr 1)
Enforcement Discretion Regarding Online or Web-Based Scheduling

Applications for the Scheduling of Individual Appointments for
COVID-19 Vaccination during the COVID-19 Nationwide Public Health
Emergency – 11139 ( Feb 24)

Final Rule to Revoke the Standards for Lowfat Yogurt and Nonfat Yogurt
and to Amend the Standard for Yogurt:

Milk and Cream Products and Yogurt Products – 31117 ( Jun 11)
Food Additives Permitted in Feed and Drinking Water of Animals:

Guanidinoacetic Acid – 37037 ( Jul 14)
Selenomethionine Hydroxy Analogue – 37035 ( Jul 14)

Fraud and Abuse:
Removal of Safe Harbor Protection for Rebates Involving Prescription

Pharmaceuticals and Creation of New Safe Harbor Protection for
Certain Point-of-Sale Reductions in Price on Prescription
Pharmaceuticals and Certain Pharmacy Benefit Manager Service
Fees – 7815 ( Feb 2)

Removal of Safe Harbor Protection for Rebates Involving Prescription
Pharmaceuticals and Creation of New Safe Harbor Protection for
Certain Point-of-Sale Reductions in Price on Prescription
Pharmaceuticals and Certain Pharmacy Benefit Manager Service Fees;
Delayed Effective Date – 10181 ( Feb 19); 15132 ( Mar 22)

Grants Regulation – 2257 ( Jan 12)
Health and Human Services Grants Regulation – 11641 ( Feb 26)
Implementation of Executive Order on Access to Affordable Life-Saving

Medications – 7059 ( Jan 26)
Implementation of Executive Order on Access to Affordable Life-Saving

Medications; Final Rule; Delay of Effective Date – 15423 ( Mar 23)
Intended Uses – 41383 ( Aug 2)
Interpretation and Enforcement of the Affordable Care Act and Title IX of

the Education Amendments – 27984 ( May 25)
Medical Devices:

Medical Device Classification Regulations to Conform to Medical Software
Provisions in the 21st Century Cures Act – 20278 ( Apr 19)

Technical Amendments – 17065 ( Apr 1)
Medicare and Medicaid Program:

Contract Year 2022 Policy and Technical Changes to the Medicare
Advantage Program, Medicare Prescription Drug Benefit Program,
Medicaid Program, Medicare Cost Plan Program, and Programs of All-
Inclusive Care for the Elderly – 5864 ( Jan 19)

Medicare and Medicaid Programs:
Contract Year 2022 Policy and Technical Changes to the Medicare

Advantage Program, Medicare Prescription Drug Benefit Program,
etc.; Corrections – 29526 ( Jun 2)

COVID-19 Vaccine Requirements for Long-Term Care Facilities and
Intermediate Care Facilities for Individuals with Intellectual Disabilities
Residents, Clients, and Staff – 26306 ( May 13)

Organ Procurement Organizations Conditions for Coverage: Revisions to
the Outcome Measure Requirements for Organ Procurement
Organizations; Public Comment Period; Delay of Effective Date – 7814
( Feb 2)

Medicare Program:
Calendar Year 2021 Alternative Payment Model (APM) Incentive Payment

Advisory for Clinicians – Request for Current Billing Information for
Qualifying APM Participants – 38569 ( Jul 22)

Comprehensive Care for Joint Replacement Model Three Year Extension
and Changes to Episode Definition and Pricing; Medicare and
Medicaid Programs; Policy and Regulatory Revisions in Response to
the COVID 19 Public Health Emergency; Additional Policy and
Regulatory Revisions in Response to the COVID-19 Public Health
Emergency; Correction – 33135 ( Jun 24)

Comprehensive Care for Joint Replacement Model Three Year Extension
and Changes to Episode Definition and Pricing; Medicare and
Medicaid Programs; Policy and Regulatory Revisions in Response to
the COVID-19 Public Health Emergency; Additional Policy and
Regulatory Revisions in Response to the COVID-19 Public Health
Emergency – 23496 ( May 3); 36229 ( Jul 9)

Coverage of Innovative Technology and Definition of Reasonable and
Necessary; Delay of Effective Date; Public Comment Period – 14542
( Mar 17)

CY 2021 Payment Policies under the Physician Fee Schedule and Other
Changes to Part B Payment Policies; Medicare Shared Savings
Program Requirements; etc. – 9471 ( Feb 16)

CY 2021 Payment Policies under the Physician Fee Schedule and Other
Changes to Part B Payment Policies; Medicare Shared Savings
Program Requirements; Medicaid Promoting Interoperability Program
Requirements for Eligible Professionals,etc.; Correction – 5020 ( Jan 19)

CY 2021 Payment Policies under the Physician Fee Schedule and Other
Changes to Part B Payment Policies; Medicare Shared Savings
Program Requirements; Medicaid Promoting Interoperability Program
Requirements for Eligible Professionals; Quality Payment Program;
Coverage of Opioid Use Disorder Services Furnished by Opioid
Treatment Programs; Medicare Enrollment of Opioid Treatment
Programs; Electronic Prescribing for Controlled Substances for a
Covered Part D Drug; Payment for Office/Outpatient Evaluation and
Management Services; Hospital IQR Program; Establish New Code
Categories; Medicare Diabetes Prevention Program (MDPP) Expanded
Model Emergency Policy; Coding and Payment for Virtual Check-in
Services Interim Final Rule Policy; Coding and Payment for Personal
Protective Equipment (PPE) Interim Final Rule Policy; Regulatory
Revisions in Response to the Public Health Emergency (PHE) for
COVID-19; and Finalization of Certain Provisions from the March 31st,
May 8th and September 2nd Interim Final Rules in Response to the
PHE for COVID-19; Correction – 14690 ( Mar 18)

Durable Medical Equipment Fee Schedule Adjustments to Resume the
Transitional 50/50 Blended Rates to Provide Relief in Rural Areas and
Non-Contiguous Areas; Extension of Timeline for Final Rule
Publication – 21949 ( Apr 26)

FY 2022 Hospice Wage Index and Payment Rate Update, Hospice
Conditions of Participation Updates, Hospice and Home Health
Quality Reporting Program Requirements – 42528 ( Aug 4)

FY 2022 Inpatient Psychiatric Facilities Prospective Payment System and
Quality Reporting Updates for Fiscal Year Beginning October 1, 2021
(FY 2022) – 42608 ( Aug 4)

Hospital Inpatient Prospective Payment Systems for Acute Care Hospitals
and the Long Term Care Hospital Prospective Payment System and
Policy Changes and Fiscal Year 2022 Rates; Quality Programs and
Medicare Promoting Interoperability Program Requirements for
Eligible Hospitals and Critical Access Hospitals; Changes to Medicaid
Provider Enrollment; and Changes to the Medicare Shared Savings
Program – 44774 ( Aug 13)

Hospital Outpatient Prospective Payment and Ambulatory Surgical Center
Payment Systems and Quality Reporting Programs, etc.;
Correction – 11428 ( Feb 25)

Hospital Outpatient Prospective Payment and Ambulatory Surgical Center
Payment Systems and Quality Reporting Programs; etc. – 33902
( Jun 28)

Inpatient Rehabilitation Facility Prospective Payment System for Federal
Fiscal Year 2022 and Updates to the IRF Quality Reporting Program;
Payment for Complex Rehabilitative Wheelchairs and Related
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Accessories (Including Seating Systems) and Seat and Back Cushions
Furnished in Connection with Such Wheelchairs – 42362 ( Aug 4)

Medicare Coverage of Innovative Technology and Definition of Reasonable
and Necessary; Delay of Effective Date – 26849 ( May 18)

Modification of Limitations on Redesignation by the Medicare Geographic
Classification Review Board – 24735 ( May 10)

Prospective Payment System and Consolidated Billing for Skilled Nursing
Facilities; Updates to the Quality Reporting Program and Value-Based
Purchasing Program for Federal Fiscal Year 2022; and Technical
Correction to Long-Term Care Facilities Physical Environment
Requirements – 42424 ( Aug 4)

Secure Electronic Prior Authorization for Medicare Part D Program; Delay
in Effective Date – 7813 ( Feb 2)

Medicare Program; Medicare Coverage of Innovative Technology and
Definition of Reasonable and Necessary – 2987 ( Jan 14)

National Vaccine Injury Compensation Program:
Rescission of Revisions to the Vaccine Injury Table – 21209 ( Apr 22)
Revisions to the Vaccine Injury Table – 6249 ( Jan 21)
Revisions to the Vaccine Injury Table; Delay of Effective Date – 10835

( Feb 23)
New Animal Drug Applications:

Beta-Aminopropionitrile Fumarate; n-Butyl Chloride; Cupric Glycinate
Injection; Dichlorophene and Toluene; Orgotein For Injection;
Tetracycline Tablets – 10818 ( Feb 23)

New Animal Drugs:
Approval of New Animal Drug Applications – 17061 ( Apr 1)
Approval of New Animal Drug Applications; Change of Sponsor – 13181

( Mar 8)
Approval of New Animal Drug Applications; Changes of Sponsorship;

Change of Sponsor's Name and Address – 14815 ( Mar 19)
Withdrawal of Approval of New Animal Drug Applications – 10819 ( Feb 23)

Patient Protection and Affordable Care Act:
Benefit and Payment Parameters for 2022 and Pharmacy Benefit Manager

Standards; Correction – 36071 ( Jul 8)
Benefit and Payment Parameters for 2022; Updates to State Innovation

Waiver Implementing Regulations – 6138 ( Jan 19)
Notice of Benefit and Payment Parameters for 2022 and Pharmacy Benefit

Manager Standards – 24140 ( May 5)
Requirements for Foreign and Domestic Establishment Registration and

Listing for Human Drugs, Including Drugs That Are Regulated Under a
Biologics License Application, and Animal Drugs; Corrections – 17061
( Apr 1)

Requirements Related to Surprise Billing; Part I – 36872 ( Jul 13)
Securing Updated and Necessary Statutory Evaluations Timely – 5694

( Jan 19)
Securing Updated and Necessary Statutory Evaluations Timely;

Administrative Delay of Effective Date; Correction – 15404 ( Mar 23)
Tobacco Products:

Required Warnings for Cigarette Packages and Advertisements; Delayed
Effective Date – 3793 ( Jan 15); 36509 ( Jul 12)

Transparency and Fairness in Civil Administrative Enforcement
Actions – 3010 ( Jan 14)

Uniform Compliance Date for Food Labeling Regulations – 462 ( Jan 6)
PROPOSED RULES
Acquisition Regulations; Buy Indian Act; Procedures for Contracting:

Reopening and Extension of Comment Period – 20648 ( Apr 21)
Ensuring Access to Equitable, Affordable, Client-Centered, Quality Family

Planning Services – 19812 ( Apr 15)
Establishment of Safeguards and Program Integrity Requirements for

Health and Human Services-Funded Extramural Research Involving
Human Fetal Tissue – 2615 ( Jan 13)

Filing of Color Additive Petition:
Gardenia Blue Interest Group – 34664 ( Jun 30)
Piotrovska, PTY, LTD – 46803 ( Aug 20)

Filing of Food Additive Petition:
Ag Chem Resources, LLC; Correction – 21984 ( Apr 26)
General Mills, Inc. – 21675 ( Apr 23)

Food Additive Petition:
Canadian Oilseed Processors Association; Withdrawal – 24564 ( May 7)

Health Insurance Portability and Accountability Act Privacy Rule – 13683
( Mar 10)

Implementation of Executive Order on Access to Affordable Life-Saving
Medications – 13872 ( Mar 11)

Medicaid Program:
Establishing Minimum Standards in Medicaid State Drug Utilization Review

and Supporting Value-Based Purchasing for Drugs Covered in
Medicaid, etc.; Delays of Effective and Inclusion Dates – 28742
( May 28)

Medicaid Fiscal Accountability Regulation – 5105 ( Jan 19)
Reassignment of Medicaid Provider Claims – 41803 ( Aug 3)

Medicare and Medicaid Programs:
CY 2022 Home Health Prospective Payment System Rate Update;

etc. – 35874 ( Jul 7)
Medicare Program:

CY 2022 Payment Policies under the Physician Fee Schedule and Other
Changes to Part B Payment Policies; Medicare Shared Savings
Program Requirements; Provider Enrollment Regulation Updates;
Provider and Supplier Prepayment and Post-payment Medical Review
Requirements – 39104 ( Jul 23)

End-Stage Renal Disease Prospective Payment System, Payment for Renal
Dialysis Services Furnished to Individuals with Acute Kidney Injury,
End-Stage Renal Disease Quality Incentive Program, and End-Stage
Renal Disease Treatment Choices Model – 36322 ( Jul 9)

FY 2022 Hospice Wage Index and Payment Rate Update, Hospice
Conditions of Participation Updates, Hospice and Home Health
Quality Reporting Program Requirements – 19700 ( Apr 14)

FY 2022 Inpatient Psychiatric Facilities Prospective Payment System and
Quality Reporting Updates for Fiscal Year Beginning October 1, 2021
(FY 2022) – 19480 ( Apr 13)

Hospital Inpatient Prospective Payment Systems for Acute Care Hospitals
and the Long Term Care Hospital Prospective Payment System and
Proposed Policy Changes and Fiscal Year 2022 Rates; Quality
Programs and Medicare Promoting Interoperability Program
Requirements for Eligible Hospitals and Critical Access Hospitals;
Proposed Changes to Medicaid Provider Enrollment; and Proposed
Changes to the Medicare Shared Savings Program – 25070 ( May 10)

Hospital Inpatient Prospective Payment Systems for Acute Care Hospitals
and the Long Term Care Hospital Prospective Payment System, etc.;
Correction – 33157 ( Jun 24)

Hospital Outpatient Prospective Payment and Ambulatory Surgical Center
Payment Systems and Quality Reporting Programs; etc. – 42018
( Aug 4)

Inpatient Rehabilitation Facility Prospective Payment System for Federal
Fiscal Year 2022 and Updates to the IRF Quality Reporting
Program – 19086 ( Apr 12)

Prospective Payment System and Consolidated Billing for Skilled Nursing
Facilities; Updates to the Quality Reporting Program and Value-Based
Purchasing Program for Federal Fiscal Year 2022 – 19954 ( Apr 15)

Most Favored Nation Model – 43618 ( Aug 10)
National Vaccine Injury Compensation Program:

Revisions to the Vaccine Injury Table – 14567 ( Mar 17)
Revisions to the Vaccine Injury Table; Notice of Proposed Rulemaking;

Public Comment Period; Delay of Effective Date – 9308 ( Feb 12)
Patient Protection and Affordable Care Act:

Updating Payment Parameters, Section 1332 Waiver Implementing
Regulations, and Improving Health Insurance Markets for 2022 and
Beyond Proposed Rule – 35156 ( Jul 1)

Privacy Act; Implementation – 2633 ( Jan 13)
Proposed Modifications to the HIPAA Privacy Rule to Support, and Remove

Barriers to, Coordinated Care and Individual Engagement – 6446
( Jan 21)

Proposed Rescission of Executive Order 13937; Access to Affordable Life-
saving Medications – 32008 ( Jun 16)

Regulatory Agenda:
Semiannual Regulatory Agenda – 16892 ( Mar 31); 41214 ( Jul 30)

Request for Information:
Reporting on Pharmacy Benefits and Prescription Drug Costs – 32813

( Jun 23)
NOTICES
''Low Income Levels'' Used for Various Health Professions and Nursing

Programs Authorized in the Public Health Service Act – 12698 ( Mar 4)
Administration for Native Americans' Program Policies and

Procedures – 10283 ( Feb 19)
Agency Information Collection Activities; Proposals, Submissions, and

Approvals
Document Identifier: CMS-372(S) – 11535 ( Feb 25)

Health and Human Services Department
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Agency Information Collection Activities; Proposals, Submissions, and
Approvals – 99 ( Jan 4); 540 ( Jan 6); 1111, 1112 ( Jan 7); 1503, 1503
( Jan 8); 2674 ( Jan 13); 3153, 3156, 3158, 3159 ( Jan 14); 4100 ( Jan 15);
5223 ( Jan 19); 6657 ( Jan 22); 7092, 7094, 7095, 7097, 7098, 7099 ( Jan 26);
7386, 7391, 7393, 7394, 7396, 7398, 7399, 7400 ( Jan 28); 8199, 8200,
8202 ( Feb 4); 8361, 8362 ( Feb 5); 8645, 8646, 8647, 8648, 8649, 8650
( Feb 8); 8793 ( Feb 9); 8918 ( Feb 10); 9077 ( Feb 11); 9340, 9342, 9343,
9345, 9346, 9348, 9349 ( Feb 12); 10084, 10106, 10107 ( Feb 18); 10282
( Feb 19); 10587, 10589 ( Feb 22); 10969, 10971 ( Feb 23); 11296, 11306
( Feb 24); 11532, 11533 ( Feb 25); 11779, 11780 ( Feb 26); 12003 ( Mar 1);
12191, 12192, 12193 ( Mar 2); 12944 ( Mar 5); 13387, 13388, 13390,
13391, 13393, 13394 ( Mar 8); 13566 ( Mar 9); 13719 ( Mar 10); 13907,
13908 ( Mar 11); 14112, 14115, 14116, 14117, 14119, 14120, 14122
( Mar 12); 14641 ( Mar 17); 14753 ( Mar 18); 14918, 14919, 14921, 14924,
14926, 14927 ( Mar 19); 15943, 15953 ( Mar 25); 16212, 16214, 16215,
16216, 16218 ( Mar 26); 16739 ( Mar 31); 17392 ( Apr 2); 17600, 17603,
17604, 17614 ( Apr 5); 17845 ( Apr 6); 18534, 18544 ( Apr 9); 18983
( Apr 12); 19267, 19269 ( Apr 13); 19626, 19627 ( Apr 14); 20160, 20161,
20164, 20165 ( Apr 16); 20700 ( Apr 21); 21321 ( Apr 22); 21739, 21740
( Apr 23); 22052, 22053, 22055, 22060 ( Apr 26); 22210 ( Apr 27); 22438
( Apr 28); 22964, 22967 ( Apr 30); 23366, 23369, 23384 ( May 3); 23729
( May 4); 24621, 24623, 24624, 24625, 24628 ( May 7); 24867 ( May 10);
25872 ( May 11); 26036 ( May 12); 26515, 26517, 26518, 26519, 26521
( May 14); 26738 ( May 17); 26921 ( May 18); 27092 ( May 19); 27435
( May 20); 27623 ( May 21); 27851 ( May 24); 28111 ( May 25); 28352,
28354, 28356, 28357 ( May 26); 28600, 28633 ( May 27); 28834, 28836,
28837 ( May 28); 29263, 29264, 29265, 29268 ( Jun 1); 29584 ( Jun 2);
30049, 30059 ( Jun 4); 30318 ( Jun 7); 30607 ( Jun 9); 30937, 30939, 30940,
30952, 30963 ( Jun 10); 31506 ( Jun 14); 32049 ( Jun 16); 32268, 32269,
32270 ( Jun 17); 32931, 32935 ( Jun 23); 33294, 33297, 33300, 33301,
33317, 33319 ( Jun 24); 34025 ( Jun 28); 35094, 35095, 35096 ( Jul 1);
35292, 35294, 35295, 35297, 35300, 35300 ( Jul 2); 35797, 35798, 35799,
35812 ( Jul 7); 36281 ( Jul 9); 36550, 36552, 36555, 36556 ( Jul 12); 36751
( Jul 13); 37158 ( Jul 14); 37756 ( Jul 16); 38094, 38096, 38098, 38100,
38101, 38105, 38107, 38107 ( Jul 19); 38485, 38486 ( Jul 21); 38714
( Jul 22); 39024 ( Jul 23); 40047, 40048, 40050, 40051, 40052, 40055, 40057
( Jul 26); 40845, 40846, 40847, 40860 ( Jul 29); 41036, 41039 ( Jul 30);
41472, 41474, 41491, 41492, 41494, 41495 ( Aug 2); 42841 ( Aug 5); 43241,
43243, 43253, 43254, 43255, 43256 ( Aug 6); 43549 ( Aug 9); 43665
( Aug 10); 44720, 44722, 44723, 44725, 44726, 44727, 44728, 44730,
44737 ( Aug 13); 45740 ( Aug 16); 46851, 46852, 46854 ( Aug 20); 47312,
47323, 47323 ( Aug 24); 47500 ( Aug 25); 48144, 48145, 48146, 48148
( Aug 27); 48432 ( Aug 30); 48703 ( Aug 31)

Agency Information Collection Activities; Proposals, Submissions, and
Approvals:

2022 National Survey on Drug Use and Health – 34773 ( Jun 30)
A Generic Submission for Formative Research, Pre-testing, Stakeholder

Measures and Advocate Forms at National Cancer Institute – 8216
( Feb 4)

Accelerated Approval Disclosures on Direct-to-Consumer Prescription
Drug Websites – 31323 ( Jun 11)

Administration and Oversight of the Unaccompanied Alien Children
Program – 545 ( Jan 6)

Advanced Nursing Education Program – 36756 ( Jul 13)
Adverse Experience Reporting for Licensed Biological Products; General

Records – 10975 ( Feb 23)
Advisory Council on Alzheimer's Research, Care, and Services – 19275

( Apr 13)
American Rescue Plan Stabilization Grants Provider-Level Data – 38722

( Jul 22)
Animal Food Labeling; Declaration of Certified and Non-Certified Color

Additives – 12690 ( Mar 4); 36284 ( Jul 9)
Annual Statistical Report on Children in Foster Homes and Children in

Families Receiving Payment in Excess of the Poverty Income Level
from a State Program Funded under the Social Security Act – 14431
( Mar 16)

Applications and Pre-Award Reporting Requirements – 18992 ( Apr 12)
Assessing the Implementation and Cost of High-Quality Early Care and

Education: Field Test – 35301 ( Jul 2)
Assessing the Implementation and Cost of High-Quality Early Care and

Education; Field Test – 22969 ( Apr 30)
Black Lung Clinics Program – 26225 ( May 13)
Black Lung Clinics Program Performance Measures – 47322 ( Aug 24)

Bureau of Primary Health Care; Program Management Resource
Compendium – 30962 ( Jun 10)

CareerTrac – 11549 ( Feb 25)
Certification to Accompany Drug, Biological Product, and Device

Applications or Submissions – 10104 ( Feb 18)
Child and Family Services Reviews – 24627 ( May 7)
Child Care and Development Fund ACF-696 Financial Report – 1115 ( Jan 7)
Child Care and Development Fund ACF-696T Financial Report – 1114

( Jan 7)
Child Care and Development Fund Financial Report – 15672, 15673

( Mar 24)
Child Care Improper Payments Data Collection Instructions – 18985

( Apr 12)
Child Support Enforcement Program Quarterly Financial Report and

Quarterly Collection Report – 14756 ( Mar 18)
Child Support Portal Registration – 38724 ( Jul 22)
Class II Special Controls for Human Immunodeficiency Virus Serological

Diagnostic and Supplemental Tests and Human Immunodeficiency
Virus Nucleic Acid Diagnostic and Supplemental Tests – 33708 ( Jun 25)

Class II Special Controls Guidance Document: Labeling Natural Rubber
Latex Condoms – 109 ( Jan 4); 24633 ( May 7)

Class II Special Controls Guidance Document; Automated Blood Cell
Separator Device Operating by Centrifugal or Filtration
Principle – 10108 ( Feb 18)

Community Services Block Grant Annual Report – 22056 ( Apr 26)
Community Services Block Grant Model State Plan Applications – 22057

( Apr 26); 34018 ( Jun 28)
Community-Based Outreach Reporting Module – 45739 ( Aug 16)
Cost Study of Trauma-Specific Evidence-Based Programs used in the

Regional Partnership Grants Program – 44372 ( Aug 12)
COVID-19 Provider Relief Fund Reporting Activities – 40064 ( Jul 26)
COVID-19 Provider Relief Programs Application and Attestation Portal, and

Claims Reimbursement Submission Activities – 47119 ( Aug 23)
CTEP Branch and Support Contracts Forms and Surveys – 9524 ( Feb 16)
Current Good Manufacturing Practice for Finished Pharmaceuticals,

Including Medical Gases, and Active Pharmaceutical
Ingredients – 30960 ( Jun 10)

Current Good Manufacturing Practice for Manufacturing, Processing,
Packing, and Holding of Finished Pharmaceuticals, Including Medical
Gases, and Active Pharmaceutical Ingredients – 12466 ( Mar 3)

Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based
Preventive Controls for Human and Animal Food – 14436 ( Mar 16)

Current Good Manufacturing Practices and Related Regulations for Blood
and Blood Components; and Requirements for Donation Testing,
Donor Notification, and "Lookback" – 33713 ( Jun 25)

Current Good Manufacturing Practices and Related Regulations for Blood
and Blood Components; Requirements for Donation Testing, Donor
Notification, and "Lookback" – 10582 ( Feb 22)

Data and Specimen Hub – 18548 ( Apr 9)
Data and Specimen Hub (Eunice Kennedy Shriver National Institute of

Child Health and Human Development) – 3160 ( Jan 14)
Data and Specimen Hub; Eunice Kennedy Shriver National Institute of

Child Health and Human Development; Correction – 20181 ( Apr 16)
Data Collection for the Engaging Fathers and Paternal Relatives: A

Continuous Quality Improvement Approach in the Child Welfare
System Project – 20498 ( Apr 20); 44374 ( Aug 12)

Data Collection for the Integrating Financial Capability and Employment
Services Project – 48152 ( Aug 27)

Data System for Organ Procurement and Transplantation
Network – 48743 ( Aug 31)

Data to Support Drug Product Communications – 22970 ( Apr 30)
Data to Support Drug Product Communications as Used by the Food and

Drug Administration – 5219 ( Jan 19)
Dispute Resolution Procedures for Science-Based Decisions on Products

by the Center for Veterinary Medicine – 10581 ( Feb 22)
Early Care and Education Leadership Study Descriptive Study – 24626

( May 7); 44375 ( Aug 12)
Early Food Safety Evaluation of New Non-Pesticidal Proteins Produced by

New Plant Varieties Intended for Food Use – 12688 ( Mar 4)
Early Head Start - Child Care Partnerships Sustainability Study – 20699

( Apr 21)
Early Head Start Family and Child Experiences Survey 2022 – 38490 ( Jul 21)
Early Head Start–Child Care Partnerships Sustainability Study – 38721

( Jul 22)
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Electronic Individual Development Plan – 27856 ( May 24)
Electronic Individual Development Plan (National Eye Institute) – 47651

( Aug 26)
Electronic User Fee Payment Request Forms – 22669 ( Apr 29)
Empirical Study of Promotional Implications of Proprietary Prescription

Drug Names – 14440 ( Mar 16)
Environmental Impact Considerations – 47501 ( Aug 25)
Establishment and Operation of Clinical Trial Data Monitoring

Committees – 22690 ( Apr 29); 47505 ( Aug 25)
Establishment Registration and Product Listing for Manufacturers of

Human Blood and Blood Products and Licensed Devices – 10085
( Feb 18); 31316 ( Jun 11)

Evaluation of LifeSet – 19892 ( Apr 15); 33302 ( Jun 24)
Evaluation of Office of Acquisitions System and FFRDC Contract

Administration System Vendor Portals National Cancer
Institute – 27093 ( May 19); 48746 ( Aug 31)

Evaluation of Project Connect – 14928 ( Mar 19); 30463 ( Jun 8)
Evaluation of the Child Welfare Capacity Building Collaborative – 14930

( Mar 19); 28360 ( May 26)
Evaluation of the Family Unification Program – 30608 ( Jun 9); 48153

( Aug 27)
Evidence Based Program Fidelity Surveys – 36558 ( Jul 12)
Expedited Programs for Serious Conditions; Drugs and Biologics – 10095

( Feb 18)
Export Certificates – 2674 ( Jan 13)
Extralabel Drug Use in Animals – 2673 ( Jan 13)
Faculty Loan Repayment Program – 4099 ( Jan 15)
Family Violence Prevention and Services Program – 13396 ( Mar 8)
Federal Tort Claims Act Program Deeming Applications for Health

Centers – 8364 ( Feb 5)
Federal Tort Claims Act Program Deeming Applications for Health Centers;

Extension – 17169 ( Apr 1)
FFY 2021 Quality Progress Report – 38723 ( Jul 22)
Follow-up Study of Coaching Practices in Early Care and Education

Settings – 22058 ( Apr 26)
Food Allergen Labeling and Reporting – 17843 ( Apr 6)
Food and Cosmetic Export Certificate Application Process – 14452 ( Mar 16)
Food and Cosmetic Export Certificates – 36282 ( Jul 9)
Food and Drug Administration Recall Regulations – 18543 ( Apr 9)
Food Labeling; Calorie Labeling of Articles of Food in Vending Machines

and Nutrition Labeling of Standard Menu Items in Restaurants and
Similar Retail Food Establishments – 17607 ( Apr 5)

Food Safety; Federal-State Food Regulatory Program Standards – 26528
( May 14)

Formative Data Collections for ACF Research and Evaluation – 1978
( Jan 11)

Generic Clearance for Data To Support Cross-Center Collaboration for
Social Behavioral Sciences Associated with Disease Prevention,
Treatment, and the Safety, Efficacy, and Usage of Food and Drug
Administration Regulated Products – 12484 ( Mar 3)

Generic Clearance for Financial Reports used for Mandatory Grant
Programs – 14754 ( Mar 18)

Generic Clearance for the Collection of Qualitative Data on Tobacco
Products and Communications – 31328 ( Jun 11)

Generic Clearance for the Collection of Qualitative Feedback on Agency
Service Delivery – 6355 ( Jan 21); 26735 ( May 17); 27458 ( May 20)

Generic Clearance for the Collection of Quantitative Data on Tobacco
Products and Communications – 12952 ( Mar 5)

Generic Clearance to Collect Stakeholder Feedback on the Research
Domain Criteria Initiative – 36287 ( Jul 9)

Generic Clearance to Collect Stakeholder Feedback on the Research
Domain Criteria Initiative, National Institute of Mental Health – 23974
( May 5)

Generic Clearance to Support the Safe to Sleep Campaign at the Eunice
Kennedy Shriver National Institute for Child Health and Human
Development – 11547 ( Feb 25)

Grants to States for Access and Visitation – 7100 ( Jan 26); 23973 ( May 5)
Head Start Child and Family Experiences Survey – 14754 ( Mar 18)
Head Start Evaluation of a Trauma-Informed Care Program – 44375

( Aug 12)
Head Start Family and Child Experiences Survey – 30463 ( Jun 8); 48151

( Aug 27)
Head Start Program Performance Standards – 16740 ( Mar 31); 34753

( Jun 30)

Head Start REACH: Strengthening Outreach, Recruitment, and
Engagement Approaches with Families – 30050 ( Jun 4)

Health Center Program: COVID-19 Data Collection Tools – 41974 ( Aug 4)
Health Center Program: COVID-19 Data Collection Tool – 21756 ( Apr 23)
Health Professions Student Loan Program, Loans for Disadvantaged

Students, Primary Care Loan Program, and Nursing Student Loan
Program Administrative Requirements – 9073 ( Feb 11)

Healthy Marriage and Responsible Fatherhood Performance
Measures – 12006 ( Mar 1)

Human Drug Compounding, Repackaging, and Related Activities – 22674
( Apr 29)

Human Drug Compounding, Repackaging, and Related Activities
Regarding Sections 503A and 503B of the Federal Food, Drug, and
Cosmetic Act – 47113 ( Aug 23)

Human Services Programs in Rural Contexts Study – 14932 ( Mar 19)
Inclusion Enrollment Report Form – 21324 ( Apr 22)
Inclusion Enrollment Report Form Conversion to Common Form, Office of

the Director – 43558 ( Aug 9)
Independent Living Services (ILS) Program Performance Report (PPR)

0985-0043 – 11544 ( Feb 25)
Infant and Toddler Teacher and Caregiver Competencies Study – 13903

( Mar 11)
Infant Formula Requirements – 21754 ( Apr 23)
Intergovernmental Reference Guide – 41042 ( Jul 30)
Interstate Administrative Subpoena and Notice of Interstate Lien – 307

( Jan 5)
Inventory of Adult Protective Services Practices and Service

Innovations – 11543 ( Feb 25)
Irradiation in the Production, Processing, and Handling of Food – 22688

( Apr 29)
Labeling of Certain Beers Subject to the Labeling Jurisdiction of the Food

and Drug Administration – 27631 ( May 21)
Legal Services for Unaccompanied Alien Children – 10082 ( Feb 18)
Legal Services for Unaccompanied Children – 48710 ( Aug 31)
Loan Repayment Program – 43257 ( Aug 6)
Low Income Household Water Assistance Program Plan – 28362 ( May 26)
Medicaid and Children's Health Insurance Program – 26042 ( May 12);

26734 ( May 17); 27433 ( May 20)
Medical Conference Attendees' Observations about Prescription Drug

Promotion – 37160 ( Jul 14)
Medical Device Labeling Regulations – 36752 ( Jul 13)
Medical Device Recall Authority – 17610 ( Apr 5); 41973 ( Aug 4)
Medical Device Reporting – 22671 ( Apr 29); 40593 ( Jul 28)
Medical Devices; Device Tracking – 9514 ( Feb 16)
Medical Devices; Humanitarian Use Devices – 11303 ( Feb 24)
MedWatch; The Food and Drug Administration Medical Products

Reporting Program – 34754 ( Jun 30)
Mental Health Care Services for Unaccompanied Alien Children – 1114

( Jan 7)
Monitoring and Compliance for Office of Refugee Resettlement Care

Provider Facilities – 6340 ( Jan 21)
Monitoring and Compliance for ORR Care Provider Facilities – 48707

( Aug 31)
National Advisory Committee Recommendations and State Self-

Assessment Survey – 44371 ( Aug 12)
National Agriculture and Food Defense Strategy Survey – 104 ( Jan 4);

30941 ( Jun 10)
National and Tribal Evaluation of the 2nd Generation of the Health

Profession Opportunity Grants – 27624 ( May 21)
National Center on Law and Elder Rights-Resource Support and User

Satisfaction – 48427 ( Aug 30)
National Health Service Corps Scholar/Students to Service Travel

Worksheet – 41976 ( Aug 4)
National Human Trafficking Hotline Performance Indicators – 38489

( Jul 21)
National Practitioner Data Bank for Adverse Information on Physicians

and Other Health Care Practitioners – 5220 ( Jan 19)
National Survey of Child and Adolescent Well-Being Adopted Youth, Young

Adults, and Adoptive Parents – 18984 ( Apr 12)
National Survey of Early Care and Education COVID-19 Follow-up – 38488

( Jul 21)
National Survey of Older Americans Act Participants – 17153 ( Apr 1)
National Survey of Organ Donation Attitudes and Practices – 20374

( Apr 19); 30465 ( Jun 8)
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NeuroBioBank Tissue Access Request Form – 35815 ( Jul 7)
New Animal Drugs for Investigational Use – 30953 ( Jun 10)
New Plant Varieties Intended for Food Use – 34765 ( Jun 30)
New Survey of Behavioral Health Workforce Employers – 17172 ( Apr 1)
Next Generation of Enhanced Employment Strategies Project – 541 ( Jan 6)
Obtaining Information to Understand and Challenges and Opportunities

Encountered by Compounding Outsourcing Facilities – 12692 ( Mar 4)
OCSE Stafford Act Flexibilities Request Form – 14929 ( Mar 19)
Office of Intramural Training and Education - Application, Registration,

and Alumni Systems – 8366 ( Feb 5)
Office of Management and Budget Approvals – 16221 ( Mar 26)
Office of Planning, Research, and Evaluation, Administration; Supporting

Youth to be Successful in Life – 20166 ( Apr 16)
Office of Refugee Resettlement (ORR)-6 Performance Report – 44370

( Aug 12)
Office of Refugee Resettlement - 2 Quarterly Report on Expenditures and

Obligations – 41852 ( Aug 3)
Office of Refugee Resettlement Cash and Medical Assistance Program

Quarterly Report on Expenditures and Obligations – 28359 ( May 26)
Participation in the Food and Drug Administration Non-Employee

Fellowship and Traineeship Programs – 1504 ( Jan 8)
Phase II Evaluation Activities for Implementing a Next Generation

Evaluation Agenda for the Chafee Foster Care Program for Successful
Transition to Adulthood – 16375 ( Mar 29)

Phase II Evaluation Activities for Implementing a Next Generation
Evaluation Agenda for the Chafee Foster Care Program for Successful
Transition to Adulthood; Extension – 5199 ( Jan 19)

PHS Applications and Pre-award Related Reporting – 43559 ( Aug 9)
Pilot Survey to Develop Standardized Reporting Forms for Federally

Funded Public Health Projects – 40853 ( Jul 29)
Placement and Transfer of Unaccompanied Alien Children into Office of

Refugee Resettlement Care Provider Facilities – 5196 ( Jan 19)
Planned Use of Child Care and Development Fund Coronavirus Response

and Relief Supplemental Appropriations Act, 2021 Funds
Report – 9351 ( Feb 12)

Post-Award Reporting Requirements Including Research Performance
Progress Report Collection – 18994 ( Apr 12); 43258 ( Aug 6)

Postmarketing Adverse Experience Reporting and Recordkeeping for Drug
and Biological Products – 34759 ( Jun 30)

Pre-testing of Evaluation Data Collection Activities – 308 ( Jan 5); 27624
( May 21)

Premarket Notification for a New Dietary Ingredient – 19623 ( Apr 14)
Prescription Drug Advertising – 22686 ( Apr 29); 39033 ( Jul 23)
Prescription Drug Marketing; Administrative Procedures, Policies, and

Requirements – 14128 ( Mar 12); 33717 ( Jun 25)
Prevention and Public Health Fund Evidence-Based Falls Prevention

Program – 13904 ( Mar 11)
Process Evaluation of the Aging Network and its Return on

Investment – 48428 ( Aug 30)
Prominent and Conspicuous Mark of Manufacturers on Single-Use

Devices – 11298 ( Feb 24)
Quantitative Research on a Voluntary Symbol Depicting the Nutrient

Content Claim ''Healthy'' on Packaged Foods – 24629 ( May 7)
Radiation Exposure Screening and Education Program – 15951 ( Mar 25)
Recall Regulations – 1508 ( Jan 8)
Recommended Content of Medical Product Communications That are

Consistent with the Food and Drug Administration-Required Labeling
and Recommendations for Drug and Device Manufacturer
Communications with Payors, Formulary Committees, and Similar
Entities – 24868 ( May 10)

Recommended Content of Medical Product Communications That Are
Consistent with the Food and Drug Administration-Required Labeling
and Recommendations for Drug and Device Manufacturer
Communications with Payors, Formulary Committees, and Similar
Entities – 39035 ( Jul 23)

Record Retention Requirements for the Soy Protein and Risk of Coronary
Heart Disease Health Claim – 21748 ( Apr 23)

Refugee Assistance Program Estimates – 11535 ( Feb 25)
Refugee Support Services and RSS Set Aside Sub-Agency List – 29788

( Jun 3); 47500 ( Aug 25)
Registration of Producers of Drugs and Listing of Drugs in Commercial

Distribution – 24871 ( May 10)
Regulations for In Vivo Radiopharmaceuticals Used for Diagnosis and

Monitoring – 19622 ( Apr 14)

Regulations Under the Federal Import Milk Act – 31327 ( Jun 11)
Release of Unaccompanied Alien Children from ORR Custody – 11536

( Feb 25)
Renewal of the Low Income Home Energy Assistance Program

Performance Measures – 14932 ( Mar 19)
Request for Assistance for Child Victims of Human Trafficking – 16376

( Mar 29); 35801 ( Jul 7)
Request for Samples and Protocols – 14448 ( Mar 16); 41488 ( Aug 2)
Runaway and Homeless Youth Homeless Management Information

System – 15225 ( Mar 22)
Rural Health Care Coordination Program Performance Improvement and

Measurement System Database – 29586 ( Jun 2)
Rural Health Care Services Outreach Program Performance Improvement

and Measurement Systems Measures – 38725 ( Jul 22)
Rural Health Clinic COVID-19 Testing Program – 11304 ( Feb 24)
Rural Health Network Development Program – 17612 ( Apr 5)
Ryan White HIV/AIDS Program Client-Level Data Reporting System – 44376

( Aug 12)
School-Associated Violent Deaths Surveillance System – 33298 ( Jun 24)
Scientific and Technical Issues Related to Pharmaceutical Current Good

Manufacturing Practice – 19270 ( Apr 13)
Scientific Registry of Transplant Recipients Information Collection Effort

for Potential Donors for Living Organ Donation – 2677 ( Jan 13)
Screening Tool for Unaccompanied Children Program Staff and

Visitors – 44023 ( Aug 11)
Services Provided to Unaccompanied Alien Children – 11537 ( Feb 25)
Shortages Data Collections – 10972 ( Feb 23); 28116 ( May 25)
Small Health Care Provider Quality Improvement Program – 11305

( Feb 24); 31506 ( Jun 14)
Social Services Block Grant Post-Expenditure Report, Pre-Expenditure

Report, and Intended Use Plan – 14432 ( Mar 16)
Special Volunteer and Guest Researcher Assignment – 8370 ( Feb 5)
Sponsor Review Procedures for Unaccompanied Alien Children – 308

( Jan 5)
Sponsor Review Procedures for Unaccompanied Alien Children;

Withdrawal – 11537 ( Feb 25)
State Annual Long-Term Care Ombudsman Report-National Ombudsman

Reporting System – 13720 ( Mar 10); 40848 ( Jul 29)
State Developmental Disabilities Council - Annual Program Performance

Report – 37337 ( Jul 15)
State Developmental Disabilities Council -- Annual Program Performance

Report – 39028 ( Jul 23)
State Developmental Disabilities Council – Annual Program Performance

Report – 17152 ( Apr 1)
State Enforcement Notifications – 26046 ( May 12)
State Grants for Assistive Technology Program Annual Progress

Report – 310 ( Jan 5)
State Grants for Assistive Technology Program State Plan for Assistive

Technology – 11545 ( Feb 25); 26522 ( May 14)
State Performance Report – 11541 ( Feb 25); 27625 ( May 21)
State Plan for Grants to States for Refugee Resettlement – 15486 ( Mar 23)
State Supplemental Nutrition Assistance Program Agency National

Directory of New Hires Matching Program Performance
Report – 30608 ( Jun 9)

Study of Disclosures to Healthcare Providers Regarding Data That Do Not
Support Unapproved Use of an Approved Prescription Drug – 31318
( Jun 11)

Study of How Consumers Use Flavors to Make Inferences About Electronic
Nicotine Delivery System Product Qualities and Intentions to Use
(Phase 2) – 12468 ( Mar 3)

Study of Multiple Indications in Direct-to-Consumer Television
Advertisements – 12692 ( Mar 4)

Substances Prohibited From Use in Animal Food or Feed – 17156 ( Apr 1)
Survey of Drug Product Manufacturing, Processing, and Packing

Facilities – 4098 ( Jan 15)
Survey of Eligible Users of the National Practitioner Data Bank – 8917

( Feb 10)
Survey of the National Survey of Child and Adolescent Well-Being Adopted

Youth, Young Adults, and Adoptive Parents – 43665 ( Aug 10)
Survey on the Occurrence of Foodborne Illness Risk Factors in Selected

Institutional Foodservice and Retail Food Stores Facility Types – 10087
( Feb 18); 42845 ( Aug 5)

Survey on the Occurrence of Foodborne Illness Risk Factors in Selected
Retail and Foodservice Facility Types – 14433 ( Mar 16); 40856 ( Jul 29)
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The Advisory Committee on Heritable Disorders in Newborns and
Children's Public Health System Assessment Surveys – 38726 ( Jul 22)

The Impact of Clinical Research Training and Medical Education at the
Clinical Center on Physician Careers in Academia and Clinical
Research – 27857 ( May 24)

The Impact of Clinical Research Training and Medical Education at the
Clinical Center on Physician Careers in Academia and Clinical
Research (Clinical Center) – 11550 ( Feb 25)

The Maternal, Infant, and Early Childhood Home Visiting Program Pay for
Outcomes Supplemental Information Request – 25873 ( May 11)

The Maternal, Infant, and Early Childhood Home Visiting Program
Performance Measurement Information System – 20372 ( Apr 19)

The Maternal, Infant, and Early Childhood Home Visiting Program
Quarterly Performance Report – 35809 ( Jul 7)

The Study of Disability Services Coordinators and Inclusion in Head
Start – 38722 ( Jul 22)

The Study on the impact of COVID-19 on Adult Protective Service (APS)
Programs – 11542 ( Feb 25)

Title IV-E Programs Quarterly Financial Report – 14124 ( Mar 12)
Tribal Investment in Commercial Electronic Health Records – 26923

( May 18)
Tribal Maternal, Infant, and Early Childhood Home Visiting Program:

Guidance for Submitting an Annual Report to the Secretary – 46704
( Aug 19)

Tribal Maternal, Infant, and Early Childhood Home Visiting Program;
Guidance for Submitting an Annual Report to the Secretary – 31719
( Jun 15)

Understanding Children's Transitions from Head Start to
Kindergarten – 44373 ( Aug 12)

Updates to Uniform Standard for Waiver of the Ryan White HIV/AIDS
Program Core Medical Services Expenditure Requirement – 20499
( Apr 20); 46855 ( Aug 20)

Use of Public Human Genetic Variant Databases to Support Clinical
Validity for Genetic and Genomic-Based In Vitro Diagnostics – 11300
( Feb 24)

Variations in Implementation of Quality Interventions Project – 543 ( Jan 6);
22667 ( Apr 29)

Veterinary Feed Directive – 26532 ( May 14)
Voluntary Partner Surveys to Implement Executive Order 12862 in the

Health Resources and Services Administration – 14462 ( Mar 16)
Withdrawal – 13565 ( Mar 9)

Agency Information Collection Activities; Proposals, Submissions, and
Approvals: – 7401 ( Jan 28)

Agency Order:
Requirement for Persons to Wear Masks While on Conveyances and at

Transportation Hubs – 8025 ( Feb 3)
Amendment of Temporary Marketing Permit:

Canned Tuna Deviating From the Standard of Identity – 12954 ( Mar 5)
Animal Drug User Fee Rates and Payment Procedures for Fiscal Year

2022 – 40595 ( Jul 28)
Animal Generic Drug User Fee Rates and Payment Procedures for Fiscal

Year 2022 – 39028 ( Jul 23)
Annual Update of the HHS Poverty Guidelines – 7732 ( Feb 1)
Appointment of Administrative Dispute Resolution Board

Members – 33317 ( Jun 24)
Assisted Reproductive Technology Success Rates Reporting and Data

Validation Procedures – 20496 ( Apr 20)
Authorization and Revocation of Emergency Use of Drugs during the

COVID-19 Pandemic; Availability – 32938 ( Jun 23)
Authorization of Emergency Use of Certain Medical Devices During

COVID-19 – 21749 ( Apr 23); 39040 ( Jul 23)
Authorizations of Emergency Use of Certain Biological Products during the

COVID-19 Pandemic – 42850 ( Aug 5)
Authorizations of Emergency Use of Certain Biological Products During the

COVID-19 Pandemic; Availability – 28608 ( May 27)
Authorizations of Emergency Use of Certain Drug and Biological Products

During the COVID-19 Pandemic – 10290 ( Feb 19)
Authorizations of Emergency Use of Two Biological Products During the

COVID-19 Pandemic – 5200 ( Jan 19)
Availability of Program Application Instructions for Medicare Improvement

for Patients and Providers Act Program Funds – 17150 ( Apr 1)
Availability of Program Application Instructions:

Expanding Disabilities Network's Access to COVID 19 Vaccines – 18536
( Apr 9)

Award of a Single-Source Cooperative Agreement to Fund the Association
of University Centers on Disability – 47499 ( Aug 25)

Award of a Single-Source Grant Fund:
Task Force For Global Health, Inc. – 46257 ( Aug 18)

Award of a Single-source Unsolicited Grant:
Community Education Group – 39024 ( Jul 23)

Best Practices for Advancing Cultural Competency, Language Access and
Sensitivity toward Asian Americans and Pacific Islanders – 37757
( Jul 16); 40066 ( Jul 26)

Biosimilar User Fee Rates for Fiscal Year 2022 – 40567 ( Jul 28)
Certified Laboratories and Instrumented Initial Testing Facilities:

List of Facilities which Meet Minimum Standards to Engage in Urine and
Oral Fluid Drug Testing for Federal Agencies – 112 ( Jan 4); 8794
( Feb 9); 12009 ( Mar 1); 23393 ( May 3); 41490 ( Aug 2)

Certified Laboratories and Instrumented Initial Testing Facilities::
List of Facility that Meet Minimum Standards to Engage in Urine Drug

Testing for Federal Agencies – 35102 ( Jul 1)
Charter Amendment:

Advisory Committee on Heritable Disorders in Newborns and
Children – 41976 ( Aug 4)

Charter Renewal:
Advisory Committee for Interdisciplinary, Community-Based

Linkages – 15953 ( Mar 25)
Advisory Committee on Training in Primary Care Medicine and

Dentistry – 15952 ( Mar 25)
Advisory Committee to the Deputy Director for Intramural

Research – 47123 ( Aug 23)
Advisory Committee to the Director – 31508 ( Jun 14)
Advisory Committee; Medical Imaging Drugs Advisory Committee – 30953

( Jun 10)
Advisory Council for the Elimination of Tuberculosis – 14923 ( Mar 19)
Advisory Council on Blood Stem Cell Transplantation – 11781 ( Feb 26)
Board of Scientific Counselors, National Center for Health Statistics – 7293

( Jan 27)
Center for Scientific Review Advisory Council – 18065 ( Apr 7)
Healthcare Infection Control Practices Advisory Committee – 7294 ( Jan 27)
Interagency Committee on Smoking and Health – 14923 ( Mar 19)
National Toxicology Program Special Emphasis Panel – 5225 ( Jan 19)
Novel and Exceptional Technology and Research Advisory

Committee – 35813 ( Jul 7)
Sickle Cell Diseases Advisory Committee – 35813 ( Jul 7)
Technical Electronic Product Radiation Safety Standards

Committee – 10108 ( Feb 18)
World Trade Center Health Program Scientific/Technical Advisory

Committee – 28834 ( May 28)
Charter Renewal:

Nonprescription Drugs Advisory Committee – 47646 ( Aug 26)
Clarification to Food and Drug Administration Data Standards:

Data Standards; Requirement Begins for the Clinical Data Interchange
Standards Consortium Version 1.1 of the Standard for Exchange of
Nonclinical Data Developmental and Reproductive Toxicology
Implementation Guide and Version 1.6 of the Study Data Tabulation
Model – 12951 ( Mar 5)

Clinical Laboratory Improvement Amendments Program:
Re-Approval of the College of American Pathologists as an Accreditation

Organization under the Clinical Laboratory Improvement
Amendments – 16371 ( Mar 29)

Committees; Establishment, Renewal, Termination, etc.:
National Advisory Committee on Individuals with Disabilities and

Disasters – 26226 ( May 13)
National Advisory Committee on Seniors and Disasters – 26227 ( May 13)
National Advisory Committee on Seniors and Disasters;

Correction – 35097 ( Jul 1)
Concept Paper:

Potential Approach for Defining Durations of Use for Medically Important
Antimicrobial Drugs Intended for Use In or On Feed – 1979 ( Jan 11)

Conditional Sailing Order Technical Instructions and Operations
Manual – 24865 ( May 10)

Current List of Certified Laboratories and Instrumented Initial Testing
Facilities which Meet Minimum Standards to Engage in Urine and Oral
Fluid Drug Testing for Federal Agencies – 17170 ( Apr 1)

Declaration under the Public Readiness and Emergency Preparedness Act
for Medical Countermeasures Against COVID–19 – 14462 ( Mar 16)

Delegation of Authority – 33708 ( Jun 25); 44377 ( Aug 12)
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Determination of Regulatory Review Period for Purposes of Patent
Extension:

AJOVY – 36285 ( Jul 9)
AXONICS – 34757 ( Jun 30)
BALVERSA – 34764 ( Jun 30)
BARHEMSYS – 35803 ( Jul 7)
BAROSTIM NEO – 15950 ( Mar 25)
BEOVU – 35805 ( Jul 7)
BRAVECTO; Correction – 31318 ( Jun 11)
EVENITY – 30942 ( Jun 10)
FETROJA – 34762 ( Jun 30)
GIVLAARI – 32936 ( Jun 23)
GORE CARDIOFORM ASD OCCLUDER – 34023 ( Jun 28)
Hintermann Series H3 Total Ankle Replacement System – 14445 ( Mar 16)
MAYZENT – 30949 ( Jun 10)
OCS Lung System – 14455 ( Mar 16)
OPTIMIZER – 30957 ( Jun 10)
OXBRYTA – 34767 ( Jun 30)
PIQRAY – 36142 ( Jul 8)
POLIVY – 34768 ( Jun 30)
SARCLISA – 30950 ( Jun 10)
Smallpox and Monkeypox Vaccine, Live – 34018 ( Jun 28)
SPRAVATO – 30955 ( Jun 10)
TAZVERIK – 34022 ( Jun 28)
TURALIO – 32950 ( Jun 23)
WAKIX – 30947 ( Jun 10)
XPOVIO – 30945 ( Jun 10)
ZEPHYR ENDOBRONCHIAL VALVE IMPLANT – 35807 ( Jul 7)
ZOLGENSMA – 33307 ( Jun 24)

Determination that Products Were Not Withdrawn from Sale for Reasons
of Safety or Effectiveness:

ATROVENT (Ipratropium Bromide) Metered Spray, 0.021 Micrograms/
Spray and 0.042 Micrograms/Spray – 30321 ( Jun 7)

CECLOR CD (Cefaclor Extended-Release Tablets) 375 Milligrams and 500
Milligrams – 40587 ( Jul 28)

CUTIVATE (Fluticasone Propionate) Ointment, 0.005 Percent – 17159
( Apr 1)

EFUDEX (Fluorouracil) Topical Solution, 5 Percent – 40566 ( Jul 28)
ISOPTIN (Verapamil Hydrochloride) Tablets 40 Milligrams, 80 Milligrams,

and 120 Milligrams, and CALAN (Verapamil Hydrochloride) Tablets, 40
Milligrams, 80 Milligrams, 120 Milligrams, and 160 Milligrams – 27092
( May 19)

MANGANESE SULFATE, Injectable, Equivalent 0.1 Milligram Manganese/
Milliliter – 28112 ( May 25)

ORTHO-CEPT (Desogestrel-Ethinyl Estradiol) 21- and 28-Day Oral Tablets,
0.15 Milligram/0.03 Milligram – 47118 ( Aug 23)

OVIDE (Malathion) Lotion, 0.5%, – 26528 ( May 14)
QUELICIN PRESERVATIVE FREE (Succinylcholine Chloride) Injection, 20

Milligrams/Milliliter, 50 Milligrams/Milliliter, and 100 Milligrams/
Milliliter – 30320 ( Jun 7)

SERENTIL (Mesoridazine Besylate) Tablets, 10 Milligrams, 25 Milligrams, 50
Milligrams, and 100 Milligrams – 17159 ( Apr 1)

Sodium Chloride14.6 Percent Solution for Injection, 50 Milliequivalent/20
Milliliters, in Plastic Containers – 22059 ( Apr 26)

STROMECTOL (Ivermectin) Tablets, 6 Milligrams – 37158 ( Jul 14)
Determination:

SANDOSTATIN (Octreotide Acetate) Injection, Equal to 0.2 Milligrams Base/
Milliliter and Equal to 1 Milligrams Base/Milliliter, Was Not Withdrawn
from Sale for Reasons of Safety or Effectiveness – 29585 ( Jun 2)

Development of Computed Tomography Image Quality and Safety Hospital
Measures – 306 ( Jan 5)

Draft Infection Control in Healthcare Personnel:
Epidemiology and Control of Selected Infections Transmitted Among

Healthcare Personnel and Patients: Diphtheria, Group A
Streptococcus, Meningococcal Disease, and Pertussis Sections – 12949
( Mar 5)

Draft Policy Statement for the Biosafety of Large Animal Study-Related
Activities with Brucella abortus and Brucella suis Using Outdoor
Containment Spaces – 4079 ( Jan 15)

Draft Recommendations for Prevention and Control of Infections in
Neonatal Intensive Care Unit Patients:

Central Line-associated Blood Stream Infections – 18534 ( Apr 9)
Drug Products Not Withdrawn from Sale for Reasons of Safety or

Effectiveness:

ARALEN (Chloroquine Phosphate) Oral Tablets, 500 Milligrams – 1516
( Jan 8)

Drug Review Timeline Transparency:
Revocation of Statement of Policy; Withdrawal – 23389 ( May 3)

Eighth Amendment to Declaration Under the Public Readiness and
Emergency Preparedness Act for Medical Countermeasures Against
COVID–19 – 41977 ( Aug 4)

Electronic Common Technical Document; Data Standards; Specifications
for Electronic Common Technical Document Validation Criteria – 48431
( Aug 30)

Electronic Common Technical Document; Data Standards; Specifications
for the Electronic Common Technical Document Validation
Criteria – 47504 ( Aug 25)

Electronic Study Data Submission; Data Standards:
Support and Requirement Begin for Study Data Tabulation Model Version

1.8 With Standard for Exchange of Nonclinical Data Implementation
Guide--Animal Rule Version 1.0; Correction – 30960 ( Jun 10)

Electronic Study Data Submission; Data Standards; Technical Rejection
Criteria for Study Data Effective Date – 40855 ( Jul 29)

Electronic Submissions:
Update to the Specifications for Preparing and Submitting Postmarket

Individual Case Safety Reports for Vaccines; Technical
Specification – 18541 ( Apr 9)

Eligibility for the Index of Legally Marketed Unapproved New Animal Drugs
for Minor Species – 33303 ( Jun 24)

Environmental Impact Statements; Availability, etc.:
Acquisition of Site for Development of a Replacement Underground Safety

Research Program Facility for the Centers for Disease Control and
Prevention/National Institute for Occupational Safety and Health in
Mace, WV – 37755 ( Jul 16)

Certain Sunscreen Drug Products for Over-The-Counter Use – 26224
( May 13)

Certain Sunscreen Drug Products for Over-the-Counter Use; Reopening of
Comment Period – 33712 ( Jun 25)

Establishment of a Public Docket:
Best Practices for Development and Application of Disease Progression

Models; Public Workshop – 11301 ( Feb 24)
Drug Products Approved in Abbreviated New Drug Applications Before the

Enactment of the Hatch-Waxman Amendments – 44731 ( Aug 13)
Evaluation of Study Data Exchange Standards for Submission of Study Data

to the Center for Veterinary Medicine – 31720 ( Jun 15)
Expanding Disabilities Network's (Protection and Advocacy Systems) Access

to COVID-19 Vaccines – 18538 ( Apr 9)
Extension of Designation of Scarce Materials or Threatened Materials

Subject to COVID-19 Hoarding Prevention Measures; Extension of
Effective Date with Modifications – 7731 ( Feb 1); 35810 ( Jul 7)

Extension of the Period Before the Food and Drug Administration Intends
to Begin Enforcing the Statutory 5 Percent Limit on Out of State
Distribution of Compounded Human Drug Products – 43550 ( Aug 9)

FDA Drug Review Timeline Transparency; Statement of Policy – 4083
( Jan 15)

Federal Review:
Missouri Protection and Advocacy System – 40849 ( Jul 29)

Fee Rates under the Over-the-Counter Monograph Drug User Fee Program
for Fiscal Year 2021 – 16223 ( Mar 26)

Fee Rates under the Over-the-Counter Monograph Drug User Fee Program
for Fiscal Year 2021; Withdrawal – 550 ( Jan 6)

Fifth Amendment to Declaration under the Public Readiness and
Emergency Preparedness Act for Medical Countermeasures against
COVID-19 – 7872 ( Feb 2)

Filing of Food Additive Petition:
Biomin Holding GmbH – 35806 ( Jul 7)

Final Current Intelligence Bulletin 70:
Health Effects of Occupational Exposure to Silver Nanomaterials – 29787

( Jun 3)
Final Debarment Order:

Alec Burlakoff – 102 ( Jan 4)
Belen G. Ngo; Denial of Hearing – 41486 ( Aug 2)
Jacobo Geissler – 40592 ( Jul 28)
Jerrod Nichols Smith – 101 ( Jan 4)
Jonathan Doyle – 40063 ( Jul 26)
Joseph A. Rowan – 103 ( Jan 4)
Justin Ash – 40579 ( Jul 28)
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Lawrence B. Ryan – 12482 ( Mar 3)
Mark Reinhard – 19625 ( Apr 14)
Matthew Hebert – 41042 ( Jul 30)
Michael Gurry – 12473 ( Mar 3)
Rick Shepard – 26523 ( May 14)
Sunrise Lee – 100 ( Jan 4)
Ursula Wing – 16226 ( Mar 26)
Vithal K. Patel; Denial of Hearing – 41483 ( Aug 2)

Final Issuance on the Administration for Native Americans Program
Policies and Procedures – 43663 ( Aug 10)

Findings of Research Misconduct – 8203 ( Feb 4); 46706 ( Aug 19)
Findings of Research Misconduct; Correction – 8202 ( Feb 4)
Food and Drug Administration Modernization Act:

Modifications to the List of Recognized Standards, Recognition List
Number: 054 – 12476 ( Mar 3)

Food Safety Modernization Act Domestic and Foreign Facility Reinspection,
Recall, and Importer Reinspection Fee Rates for Fiscal Year
2022 – 40571 ( Jul 28)

Food Safety Modernization Act Third-Party Certification Program User Fee
Rate for Fiscal Year 2022 – 40575 ( Jul 28)

Food Safety Modernization Act Voluntary Qualified Importer Program User
Fee Rate for Fiscal Year 2022 – 40580 ( Jul 28)

Funding Opportunity:
Aging and Disability Resource Center/No Wrong Door System COVID-19

Vaccine Access Supplemental Funding – 18287 ( Apr 8)
Community Health Aide Program: Tribal Assessment and Planning – 41051

( Jul 30)
Community Health Aide Program: Tribal Planning and

Implementation – 41044 ( Jul 30)
Development of Computed Tomography Image Quality and Safety

Hospital Measures; Withdrawal – 12004 ( Mar 1)
Epidemiology Program for American Indian/Alaska Native Tribes and

Urban Indian Communities – 41058 ( Jul 30)
Reduction of Issuer Burden through Technology Grant – 39028 ( Jul 23)

Generic Drug User Fee Rates for Fiscal Year 2022 – 40582 ( Jul 28)
Geographic Eligibility for Federal Office of Rural Health Policy Grants – 2418

( Jan 12)
Government-Owned Inventions:

Availability for Licensing – 11546 ( Feb 25)
Government-Owned Inventions; Availability for Licensing – 4105 ( Jan 15);

6891 ( Jan 25); 8213 ( Feb 4); 9520, 9521 ( Feb 16); 12007, 12008 ( Mar 1);
16602 ( Mar 30); 17846 ( Apr 6); 18546 ( Apr 9); 19895 ( Apr 15); 27853,
27855 ( May 24); 30964, 30966, 30967 ( Jun 10); 35100 ( Jul 1); 36757
( Jul 13); 46258 ( Aug 18)

Grant of an Exclusive Patent License:
Development, Production, and Commercialization of Ebola Neutralizing

Single Monoclonal Antibody for the Treatment of Ebola Virus Disease
in Humans – 14331 ( Mar 15)

Guidance:
Abbreviated New Drug Applications for Certain Highly Purified Synthetic

Peptide Drug Products That Refer to Listed Drugs of Recombinant
Deoxyribonucleic Acid – 27446 ( May 20)

Adjusting for Covariates in Randomized Clinical Trials for Drugs and
Biological Products – 27627 ( May 21)

Assessment of Adhesion for Topical and Transdermal Systems Submitted
in New Drug Applications – 35304 ( Jul 2)

Automated Blood Cell Separator Device Operating by Centrifugal or
Filtration Principle – 30958 ( Jun 10)

Best Practices in Developing Proprietary Names for Human
Nonprescription Drug Products – 14454 ( Mar 16)

Bioequivalence Studies With Pharmacokinetic Endpoints for Drugs
Submitted under an Abbreviated New Drug Application – 47117
( Aug 23)

Bispecific Antibody Development Programs – 28115 ( May 25)
Cancer Clinical Trial Eligibility Criteria: Approach to Available Therapy in

Non-Curative Settings – 33710 ( Jun 25)
Chemistry, Manufacturing, and Controls Changes to an Approved

Application: Certain Biological Products – 33310 ( Jun 24)
Chemotherapy-Induced Nausea and Vomiting: Developing Drugs for

Prevention – 27090 ( May 19)
Compliance Policy Guide Sec. 555.400 Aflatoxins in Human Food;

Compliance Policy Guide Sec. 570.200 Aflatoxins in Brazil Nuts;
Compliance Policy Guide Sec. 570.375 Aflatoxins in Peanuts and

Peanut Products; and Compliance Policy Guide Sec. 570.500
Aflatoxins in Pistachio Nuts; Availability – 29267 ( Jun 1)

Core Patient-Reported Outcomes in Cancer Clinical Trials – 30944 ( Jun 10)
Coronavirus Disease 2019 – 106 ( Jan 4); 10285 ( Feb 19)
COVID-19: Developing Drugs and Biological Products for Treatment or

Prevention – 26050 ( May 12)
COVID-19: Master Protocols Evaluating Drugs and Biological Products for

Treatment or Prevention – 33309 ( Jun 24)
Definitions of Suspect Product and Illegitimate Product for Verification

Obligations Under the Drug Supply Chain Security Act – 30056 ( Jun 4)
Demonstrating Bioequivalence for Soluble Powder Oral Dosage Form

Products and Type A Medicated Articles Containing Active
Pharmaceutical Ingredients Considered to Be Soluble in Aqueous
Media – 27633 ( May 21)

Development and Submission of Near Infrared Analytical
Procedures – 43555 ( Aug 9)

Documents Related to Coronavirus Disease 2019 – 39048 ( Jul 23)
Documents Related to Coronavirus Disease 2019; Availability – 21744

( Apr 23); 28627 ( May 27)
Drug Supply Chain Security Act Implementation: Identification of Suspect

Product and Notification – 30054 ( Jun 4)
E9(R1) Statistical Principles for Clinical Trials: Addendum: Estimands and

Sensitivity Analysis in Clinical Trials; International Council for
Harmonisation – 26047 ( May 12)

Eligibility Criteria for Expanded Conditional Approval of New Animal
Drugs – 37159 ( Jul 14)

Enforcement Policy Regarding Use of National Health Related Item Code
and National Drug Code Numbers on Device Labels and
Package – 27629 ( May 21)

Enhanced Drug Distribution Security at the Package Level under the Drug
Supply Chain Security Act – 30053 ( Jun 4); 41853 ( Aug 3)

Evaluating Cancer Drugs in Patients with Central Nervous System
Metastases – 35305 ( Jul 2)

Feasibility and Early Feasibility Clinical Studies for Certain Medical Devices
Intended to Therapeutically Improve Glycemic Control in Patients with
Type 2 Diabetes Mellitus – 27438 ( May 20)

Field Alert Report Submission: Questions and Answers – 39046 ( Jul 23)
Frequently Asked Questions; Statement of Investigator – 27449 ( May 20)
Human Gene Therapy for Neurodegenerative Diseases – 549 ( Jan 6)
Implanted Brain-Computer Interface Devices for Patients with Paralysis or

Amputation - Non-Clinical Testing and Clinical Considerations – 27443
( May 20)

International Council for Harmonisation Q12; Implementation
Considerations for Food and Drug Administration-Regulated
Products – 27437 ( May 20)

Investigational New Drug Submissions for Individualized Antisense
Oligonucleotide Drug Products – 314 ( Jan 5)

M9 Biopharmaceutics Classification System-Based Biowaivers;
International Council for Harmonisation – 26054 ( May 12)

Medical Eligibility Criteria for Contraceptive Use and United States
Selected Practice Recommendations for Contraceptive Use – 46703
( Aug 19)

Mouse Embryo Assay for Assisted Reproduction Technology Devices – 312
( Jan 5)

Nonclinical Testing of Individualized Antisense Oligonucleotide Drug
Products for Severely Debilitating or Life-Threatening
Diseases – 22213 ( Apr 27)

Nonmetastatic Castration-Resistant Prostate Cancer: Considerations for
Metastasis-Free Survival Endpoint in Clinical Trials – 43551 ( Aug 9)

Oral Drug Products Administered Via Enteral Feeding Tube: In Vitro
Testing and Labeling Recommendations – 29789 ( Jun 3)

Oversight of Food Products Covered by Systems Recognition
Arrangements – 36559 ( Jul 12)

Peripheral Vascular Atherectomy Devices; Premarket Notification
Submissions – 27441 ( May 20)

Policy for Testing of Alcohol (Ethanol) and Isopropyl Alcohol for Methanol,
Including during the Public Health Emergency (COVID-19) – 10977
( Feb 23)

Postmarket Surveillance under the Federal Food, Drug, and Cosmetic Act;
Draft – 28602 ( May 27)

Premenopausal Women with Breast Cancer: Developing Drugs for
Treatment – 33313 ( Jun 24)

Procedures for Handling Post-Approval Studies Imposed by Premarket
Approval Application Order; Draft – 28630 ( May 27)
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Product Identifiers Under the Drug Supply Chain Security Act: Questions
and Answers – 30058 ( Jun 4)

Product-Specific Guidance for Cilastatin Sodium; Imipenem;
Relebactam – 38102 ( Jul 19)

Product-Specific Guidance for Olodaterol Hydrochloride; Tiotropium
Bromide – 40574 ( Jul 28)

Product-Specific Guidances – 15948 ( Mar 25); 27447 ( May 20); 47112
( Aug 23)

Providing Regulatory Submissions in Alternate Electronic Format – 35302
( Jul 2)

Q12 Technical and Regulatory Considerations for Pharmaceutical Product
Lifecycle Management; International Council for
Harmonisation – 26043 ( May 12)

Q3D(R2)--Guideline for Elemental Impurities; International Council for
Harmonisation – 26052 ( May 12)

Qualified Infectious Disease Product Designation--Questions and
Answers – 26045 ( May 12)

Rabies: Developing Monoclonal Antibody Cocktails for the Passive
Immunization Component of Post-Exposure Prophylaxis – 40851
( Jul 29)

Reauthorization Act Implementation Guidance for Pediatric Studies of
Molecularly Targeted Oncology Drugs – 28113 ( May 25)

Recommendations for Sponsors of Medically Important Antimicrobial
Drugs Approved for Use in Animals to Voluntarily Bring Under
Veterinary Oversight All Products That Continue to Be Available as
Over-the-Counter – 31317 ( Jun 11)

Remanufacturing of Medical Devices – 33305 ( Jun 24); 42843 ( Aug 5)
S11 Nonclinical Safety Testing in Support of Development of Pediatric

Pharmaceuticals; International Council for Harmonisation – 26056
( May 12)

S5(R3) Detection of Reproductive and Developmental Toxicity for Human
Pharmaceuticals; International Council for Harmonisation – 26048
( May 12)

Safer Technologies Program for Medical Devices – 547 ( Jan 6)
Safety and Performance Based Pathway Device-Specific

Guidances – 48430 ( Aug 30)
Sponsor Responsibilities -- Safety Reporting Requirements and Safety

Assessment for Investigational New Drug Application and
Bioavailability/Bioequivalence Studies; Draft Guidance – 34020
( Jun 28)

Submission of Plans for Cigarette Packages and Cigarette Advertisements
(Revised) – 9508 ( Feb 16); 36560 ( Jul 12)

Testing and Labeling Medical Devices for Safety in the Magnetic
Resonance Environment – 27444 ( May 20)

Tobacco Product User Fees – 28604 ( May 27)
U.S. Medical Eligibility Criteria for Contraceptive Use and U.S. Selected

Practice Recommendations for Contraceptive Use – 48706 ( Aug 31)
Unique Device Identification System; Form and Content of the Unique

Device Identifier – 35802 ( Jul 7)
Women's Preventive Services Guidelines: Well-Women Preventive Visits,

Counseling for Sexually Transmitted Infections, and Breastfeeding
Services and Supplies – 46856 ( Aug 20)

Guidance:
Pharmacokinetic-Based Criteria for Supporting Alternative Dosing

Regimens of Programmed Cell Death Receptor-1 or Programmed Cell
Death-Ligand 1 Blocking Antibodies for Treatment of Patients with
Cancer – 47649 ( Aug 26)

Intent to Award a Single-Source Supplement:
National Association of Area Agencies on Aging – 17843 ( Apr 6)
National Consumer Voice for Quality Long-Term Care – 24627 ( May 7)

Intent to Award a Supplement for the Lifespan Respite Program:
Special Projects to Strengthen Program Development, Implementation

and Sustainability – 48711 ( Aug 31)
Intent to Issue One Operating Division-Initiated Supplement to BCFS

Health and Human Services under the Standing Announcement for
Residential (Shelter) Services for Unaccompanied Alien
Children – 36558 ( Jul 12)

International Drug Scheduling:
Convention on Psychotropic Substances; Single Convention on Narcotic

Drugs; 4F-MDMB-BICA (4F-MDMB-BUTICA); Brorphine; Metonitazene;
Eutylone (bk-EBDB); BMDP (3,4-Methylenedioxy-N-benzylcathinone);
Kratom (mitragynine, 7-hydroxymitragynine); Phenibut – 39038
( Jul 23)

Convention on Psychotropic Substances; Single Convention on Narcotic
Drugs; 4F-MDMB-BICA (4F-MDMB-BUTICA); Brorphine; Metonitazene;
Eutylone (bk-EBDB); BMDP (3,4-Methylenedioxy-N-benzylcathinone);
Kratom (mitragynine, 7-hydroxymitragynine); Phenibut; Reopening
Comment Period – 45738 ( Aug 16)

Convention on Psychotropic Substances; Single Convention on Narcotic
Drugs; World Health Organization; Scheduling Recommendations;
Isotonitazene; MDMB-4en-PINACA; CUMYL-PEGACLONE;
Flubromazolam; Clonazolam; Diclazepam; 3 Methoxyphencyclidine;
Diphenidine – 10097 ( Feb 18)

Issuance of Priority Review Voucher:
Rare Pediatric Disease Product – 9514 ( Feb 16); 14125, 14130 ( Mar 12);

35307 ( Jul 2)
List of Bulk Drug Substances for Which There is a Clinical Need under the

Federal Food, Drug, and Cosmetic Act – 15673 ( Mar 24)
List of Bulk Drug Substances under the Federal Food, Drug, and Cosmetic

Act – 1515 ( Jan 8)
List of Certified Laboratories and Instrumented Initial Testing Facilities that

Meet Minimum Standards to Engage in Urine Drug Testing – 29271
( Jun 1)

List of Petitions Received:
National Vaccine Injury Compensation Program – 20371 ( Apr 19)

Lists of Designated Primary Medical Care, Mental Health, and Dental
Health Professional Shortage Areas – 35808 ( Jul 7)

Making Permanent Regulatory Flexibilities Provided During the COVID-19
Public Health Emergency by Exempting Certain Medical Devices from
Premarket Notification Requirements; Request for Information,
Research, Analysis, and Public Comment on Opportunities for Further
Science and Evidence-Based Reform of Section 510(k) Program – 4088
( Jan 15)

Making Permanent Regulatory Flexibilities Provided During the COVID-19
Public Health Emergency by Exempting Certain Medical Devices from
Premarket Notification Requirements; Withdrawal of Proposed
Exemptions – 20174 ( Apr 16)

Material Threat Medical Countermeasure Product:
Issuance of Priority Review Voucher – 36752 ( Jul 13)

Medical Device User Fee Rates for Fiscal Year 2022 – 41477 ( Aug 2)
Medical Devices-Exemption From Premarket Notification; Powered Patient

Transport, All Other Powered Patient Transport:
Correction – 34770 ( Jun 30)

Medical Devices:
Availability of Safety and Effectiveness Summaries for Premarket Approval

Applications – 15686 ( Mar 24)
Class I Surgeon's and Patient Examination Gloves – 20167 ( Apr 16); 40061

( Jul 26)
Exemption from Premarket Notification: Powered Patient Transport, All

Other Powered Patient Transport – 31722 ( Jun 15)
Exemption from Premarket Notification; Powered Patient Transport, All

Other Powered Patient Transport – 39047 ( Jul 23)
Medicare and Medicaid Programs:

Application from the Accreditation Commission for Health Care for
Continued Approval of its Home Health Agency Accreditation
Program – 12005 ( Mar 1)

Application from the Joint Commission for Continued Approval of its
Hospice Accreditation Program – 16373 ( Mar 29)

Quarterly Listing of Program Issuances - January through March
2021 – 23373 ( May 3)

Quarterly Listing of Program Issuances - October through December
2020 – 14629 ( Mar 17)

Quarterly Listing of Program Issuances; April through June 2021 – 45986
( Aug 17)

Medicare Program:
Application by American Diabetes Association for Continued CMS

Approval of its Diabetes Outpatient Self-Management Training
Program – 22211 ( Apr 27)

Application by Association of Diabetes Care and Education Specialists for
Continued CMS Approval of its Diabetes Outpatient Self-Management
Training Program – 22208 ( Apr 27)

Approval for an Exception to the Prohibition on Expansion of Facility
Capacity under the Hospital Ownership and Rural Provider Exceptions
to the Physician Self-Referral Prohibition – 13901 ( Mar 11)

Approved Renewal of Deeming Authority of the National Committee for
Quality Assurance for Medicare Advantage Health Maintenance
Organizations and Preferred Provider Organizations – 14329 ( Mar 15)
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National Expansion Implementation for All Remaining States and
Territories of the Prior Authorization Model for Repetitive, Scheduled
Non-Emergent Ambulance Transports – 48149 ( Aug 27)

Medicare, Medicaid, and Clinical Laboratory Improvement Amendments
Programs:

Exemption of Permit-Holding Laboratories in New York – 16599 ( Mar 30)
Meeting – 9526 ( Feb 16)
Meetings – 3157 ( Jan 14); 4079 ( Jan 15); 10085, 10085, 10103, 10106

( Feb 18); 11296 ( Feb 24); 18061 ( Apr 7); 19267 ( Apr 13); 21322 ( Apr 22);
38096 ( Jul 19)

Meetings:
Advancing the Development of Pediatric Therapeutics Complex Innovative

Trial Design; Public Workshop – 42849 ( Aug 5)
Advisory Board on Radiation and Worker Health, National Institute for

Occupational Safety and Health – 11778 ( Feb 26); 23372 ( May 3); 36554
( Jul 12)

Advisory Board on Radiation and Worker Health, National Institute for
Occupational Safety and Health; Correction – 7391 ( Jan 28)

Advisory Board on Radiation and Worker Health, Subcommittee for Dose
Reconstruction Reviews, National Institute for Occupational Safety
and Health – 43548 ( Aug 9)

Advisory Board on Radiation and Worker Health, Subcommittee for Dose
Reconstruction Reviews, National Institute for Occupational Safety
and Health; Cancellation – 48148 ( Aug 27)

Advisory Board on Radiation and Worker Health, Subcommittee on Dose
Reconstruction Review, National Institute for Occupational Safety and
Health – 21738 ( Apr 23)

Advisory Board on Radiation and Worker Health, Subcommittee on Dose
Reconstruction Review, National Institute for Occupational Safety and
Health; Correction – 7392 ( Jan 28)

Advisory Commission on Childhood Vaccines; Correction – 22692 ( Apr 29)
Advisory Committee for Women's Services – 13724 ( Mar 10)
Advisory Committee for Women's Services; Cancellation – 16231 ( Mar 26)
Advisory Committee for Women’s Services – 20375 ( Apr 19)
Advisory Committee on Blood and Tissue Safety and Availability – 40861

( Jul 29)
Advisory Committee on Childhood Vaccines – 7402 ( Jan 28)
Advisory Committee on Heritable Disorders in Newborns and

Children – 1519 ( Jan 8); 17613 ( Apr 5); 38728 ( Jul 22)
Advisory Committee on HIV, Viral Hepatitis and STD Prevention and

Treatment – 11776, 11777 ( Feb 26)
Advisory Committee on Human Research Protections – 12194 ( Mar 2)
Advisory Committee on Immunization Practices – 4080 ( Jan 15); 7293

( Jan 27); 11531 ( Feb 25); 14328 ( Mar 15); 17606 ( Apr 5); 20163 ( Apr 16);
20497 ( Apr 20); 24866 ( May 10); 31716 ( Jun 15); 35093 ( Jul 1); 35299
( Jul 2); 38097 ( Jul 19); 40058 ( Jul 26); 44022 ( Aug 11); 46256 ( Aug 18);
47644 ( Aug 26)

Advisory Committee on Immunization Practices; Amended – 32933
( Jun 23)

Advisory Committee on Immunization Practices; Correction – 16370
( Mar 29)

Advisory Committee on Infant Mortality – 14757 ( Mar 18); 29588 ( Jun 2);
47650 ( Aug 26)

Advisory Committee on Minority Health – 3159 ( Jan 14)
Advisory Committee on Research on Women's Health – 40066 ( Jul 26)
Advisory Committee to the Director – 27854 ( May 24); 33330 ( Jun 24)
Advisory Council for the Elimination of Tuberculosis – 23372 ( May 3)
Advisory Council on Alzheimer's Research, Care, and Services – 315 ( Jan 5);

34242 ( Jun 29)
Advisory Panel on Outreach and Education – 14639 ( Mar 17); 36749

( Jul 13); 48425 ( Aug 30)
Animal Drug User Fee Act – 18989 ( Apr 12)
Animal Generic Drug User Fee Act – 18986 ( Apr 12)
Antimicrobial Drugs Advisory Committee – 41475 ( Aug 2)
Application for Approval To Market a New Drug – 9510 ( Feb 16)
Approaches to Effective Therapeutic Management of Pain for People with

Sickle Cell Disease – 37166 ( Jul 14)
Arthritis Advisory Committee – 16227 ( Mar 26)
Arthritis Advisory Committee and the Drug Safety and Risk Management

Advisory Committee – 9512 ( Feb 16)
Board of Scientific Counselors, Center for Preparedness and

Response – 18533 ( Apr 9)
Board of Scientific Counselors, National Center for Health

Statistics – 17602 ( Apr 5); 48147 ( Aug 27)

Board of Scientific Counselors, National Center for Injury Prevention and
Control – 1502 ( Jan 8); 30048 ( Jun 4); 32934 ( Jun 23)

Board of Scientific Counselors, National Center for Injury Prevention and
Control; Correction – 9342 ( Feb 12)

Board of Scientific Counselors, National Institute for Occupational Safety
and Health – 17607 ( Apr 5); 44721 ( Aug 13)

Cardiovascular and Renal Drugs Advisory Committee – 27626 ( May 21)
CDC/HRSA Advisory Committee on HIV, Viral Hepatitis and STD Prevention

and Treatment; Correction – 14327 ( Mar 15)
Cellular, Tissue and Gene Therapies Advisory Committee – 9943 ( Feb 17);

40059 ( Jul 26)
Center for Mental Health Services National Advisory Council – 10991

( Feb 23); 35103 ( Jul 1)
Center for Scientific Review – 317, 318 ( Jan 5); 551, 553 ( Jan 6); 2421, 2423

( Jan 12); 2681, 2682, 2683, 2685 ( Jan 13); 4103 ( Jan 15); 6659, 6660,
6662 ( Jan 22); 6895 ( Jan 25); 7296, 7297, 7301 ( Jan 27); 8205, 8206,
8207, 8211, 8214 ( Feb 4); 8365, 8365, 8368 ( Feb 5); 8651, 8651 ( Feb 8);
8919 ( Feb 10); 9079, 9080 ( Feb 11); 9354 ( Feb 12); 9523 ( Feb 16); 9945
( Feb 17); 10094 ( Feb 18); 10589, 10591, 10593, 10594 ( Feb 22); 10990
( Feb 23); 11307 ( Feb 24); 11781, 11783, 11784 ( Feb 26); 12196 ( Mar 2);
12955, 12957, 12959 ( Mar 5); 13567 ( Mar 9); 13721, 13722, 13723
( Mar 10); 14131, 14132, 14133 ( Mar 12); 14643 ( Mar 17); 14757
( Mar 18); 14935, 14937 ( Mar 19); 15226 ( Mar 22); 15487 ( Mar 23);
16378 ( Mar 29); 17847, 17849 ( Apr 6); 18065 ( Apr 7); 18289 ( Apr 8);
19275 ( Apr 13); 19628, 19629 ( Apr 14); 19896 ( Apr 15); 20179, 20182
( Apr 16); 20375 ( Apr 19); 20505, 20505, 20506, 20507 ( Apr 20); 21758
( Apr 23); 22063 ( Apr 26); 22695, 22696 ( Apr 29); 22971 ( Apr 30); 23391,
23392 ( May 3); 23731 ( May 4); 24403 ( May 6); 24635, 24635 ( May 7);
24874, 24877 ( May 10); 25875 ( May 11); 26061 ( May 12); 26535, 26536,
26537 ( May 14); 26924, 26925, 26928, 26930, 26931 ( May 18); 27459
( May 20); 27637 ( May 21); 27852, 27854 ( May 24); 28119 ( May 25);
28370, 28371 ( May 26); 28635, 28636 ( May 27); 29269 ( Jun 1); 29589,
29590, 29591 ( Jun 2); 30061, 30061 ( Jun 4); 30323 ( Jun 7); 30611, 30611
( Jun 9); 30965 ( Jun 10); 31508, 31508 ( Jun 14); 31724, 31725 ( Jun 15);
32271 ( Jun 17); 32951 ( Jun 23); 33323, 33327, 33328, 33330 ( Jun 24);
34028, 34028 ( Jun 28); 34243, 34244, 34247, 34247 ( Jun 29); 34770
( Jun 30); 35521 ( Jul 6); 35813, 35814, 35814, 35814 ( Jul 7); 36144 ( Jul 8);
36286 ( Jul 9); 36565, 36566 ( Jul 12); 37758, 37758 ( Jul 16); 38106
( Jul 19); 38348 ( Jul 20); 38492 ( Jul 21); 40601 ( Jul 28); 40864 ( Jul 29);
41074 ( Jul 30); 41854 ( Aug 3); 41983, 41984 ( Aug 4); 43669 ( Aug 10);
46861 ( Aug 20); 47324, 47324, 47325 ( Aug 24); 48231, 48231 ( Aug 27);
48748 ( Aug 31)

Center for Scientific Review; Amended – 31509 ( Jun 14)
Center for Scientific Review; Cancellation – 14937 ( Mar 19)
Center for Scientific Review; Correction – 30466 ( Jun 8)
Center for State, Tribal, Local, and Territorial Support Tribal Consultation

Session – 35298 ( Jul 2)
Center for Substance Abuse Prevention – 8920 ( Feb 10); 38494 ( Jul 21)
Center for Substance Abuse Prevention Drug Testing Advisory

Board – 27639 ( May 21)
Center for Substance Abuse Treatment – 10107 ( Feb 18); 32952 ( Jun 23)
Circulatory System Devices Panel of the Medical Devices Advisory

Committee – 2676 ( Jan 13); 12483 ( Mar 3); 35303 ( Jul 2); 47648 ( Aug 26)
Clinical Center – 24875 ( May 10)
Clinical Center Research Hospital Board – 34028 ( Jun 28)
Clinical Laboratory Improvement Advisory Committee – 11777 ( Feb 26)
Community Preventive Services Task Force – 1501 ( Jan 8); 15220 ( Mar 22);

45985 ( Aug 17)
Community-Based Family Resource and Support Grants – 14431 ( Mar 16)
Considerations for Progressive Multifocal Leukoencephalopathy Clinical

Trial Designs; Workshop – 33312 ( Jun 24)
Council of Councils – 1982 ( Jan 11); 19628 ( Apr 14); 46859 ( Aug 20)
Council on Graduate Medical Education – 1518 ( Jan 8)
COVID-19 Health Equity Task Force – 9353 ( Feb 12); 12954 ( Mar 5); 20374

( Apr 19); 24402 ( May 6); 31330 ( Jun 11); 36562 ( Jul 12)
COVID-19 Health Equity Task Force; Correction – 21323 ( Apr 22)
Development Considerations of Antimicrobial Drugs for the Treatment of

Gonorrhea – 19271 ( Apr 13)
Diabetes Mellitus Interagency Coordinating Committee – 30062 ( Jun 4)
Disease, Disability, and Injury Prevention and Control Special Emphasis

Panel – 1975, 1975, 1975, 1976, 1976, 1976 ( Jan 11); 7725, 7725, 7726
( Feb 1); 7870, 7871, 7871, 7871, 7872 ( Feb 2); 8915, 8915, 8915, 8916,
8916 ( Feb 10); 15671, 15672, 15672 ( Mar 24); 16369, 16370, 16371
( Mar 29)
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Disease, Disability, and Injury Prevention and Control Special Emphasis
Panel, Identify and Evaluate Potential Risk Factors for Amyotrophic
Lateral Sclerosis – 22051 ( Apr 26)

Disease, Disability, and Injury Prevention and Control Special Emphasis
Panel, National Center of Excellence for the Prevention of Childhood
Agricultural Injury – 22053 ( Apr 26)

Disease, Disability, and Injury Prevention and Control Special Emphasis
Panel, NIOSH Member Conflict Review – 41972 ( Aug 4)

Disease, Disability, and Injury Prevention and Control Special Emphasis
Panel--Funding Opportunity Announcement, Extension of the World
Trade Center Health Registry – 10081 ( Feb 18)

Disease, Disability, and Injury Prevention and Control Special Emphasis
Panel--Funding Opportunity Announcement; Cooperative Research
Agreements to the World Trade Center Health Program; and
Exploratory/Developmental Grants Related to the World Trade Center
Health Program – 10092 ( Feb 18)

Disease, Disability, and Injury Prevention and Control Special Emphasis
Panel: Research Grants for Preventing Violence and Violence Related
Injury – 7724 ( Feb 1)

Disease, Disability, and Injury Prevention and Control Special Emphasis
Panel: Rigorous Evaluation of Policies for their Impacts on the Primary
Prevention of Multiple Forms of Violence – 7726 ( Feb 1)

Disease, Disability, and Injury Prevention and Control Special Emphasis
Panel: Rigorously Evaluating Programs and Policies to Prevent Child
Sexual Abuse; Amended – 32934 ( Jun 23)

Draft 2021 Update to the HIV Preexposure Prophylaxis Clinical Practice
Guideline and Supplement; Webinars – 26223 ( May 13)

Draft National Toxicology Program Developmental and Reproductive
Toxicity Technical Reports on 2 Hydroxy-4-methoxybenzophenone
and 2-Ethylhexyl p-Methoxycinnamate; Availability of Documents;
Request for Comments; Peer-Review – 42869 ( Aug 5)

Endocrinologic and Metabolic Drugs Advisory Committee – 17165 ( Apr 1)
Eunice Kennedy Shriver National Institute of Child Health and Human

Development – 317 ( Jan 5); 2423 ( Jan 12); 4101, 4104, 4106 ( Jan 15);
6658 ( Jan 22); 8209 ( Feb 4); 15954 ( Mar 25); 18992, 18992 ( Apr 12);
19896 ( Apr 15); 21757 ( Apr 23); 22440 ( Apr 28); 24409 ( May 6); 24876
( May 10); 26924 ( May 18); 33322, 33322, 33325 ( Jun 24); 38493, 38494
( Jul 21); 43561 ( Aug 9); 47324 ( Aug 24)

Eunice Kennedy Shriver National Institute of Children Health and Human
Development – 20702 ( Apr 21)

Exploring the Science Surrounding the Safe Use of Bioactive Ingredients in
Infant Formula: Considerations for an Assessment Framework;
Workshop – 40862 ( Jul 29)

Financial Efficiency of Human Drug User Fee – 27089 ( May 19)
Fiscal Year 2021 Generic Drug Science and Research Initiatives Workshop;

Public Workshop – 15683 ( Mar 24)
Fogarty International Center – 25877 ( May 11); 41982 ( Aug 4)
Food and Drug Administration Science Forum 2021; Public

Workshop – 17164 ( Apr 1)
Gastroenterology and Urology Devices Panel of the Medical Devices

Advisory Committee – 31315 ( Jun 11)
General and Plastic Surgery Devices Panel of the Medical Devices Advisory

Committee – 9513 ( Feb 16); 47645 ( Aug 26)
Health Information Technology Advisory Committee 2021

Schedule – 47120 ( Aug 23)
Health Information Technology Advisory Committee; 2021

Schedule – 6656 ( Jan 22)
Healthcare Infection Control Practices Advisory Committee – 3155 ( Jan 14);

18533 ( Apr 9); 35094 ( Jul 1)
Healthcare Infection Control Practices Advisory Committee;

Correction – 14923 ( Mar 19); 28834 ( May 28)
Helping to End Addiction Long-term Multi-Disciplinary Working

Group – 9522 ( Feb 16)
Helping to End Addiction Long-Term Multi-Disciplinary Working

Group – 47124 ( Aug 23)
Improving Nonsurgical Treatment of Urinary Incontinence among Women

in Primary Care: Dissemination and Implementation of Patient-
Centered Outcomes Research Evidence – 28599 ( May 27)

Interagency Autism Coordinating Committee – 33719 ( Jun 25)
Interagency Coordinating Committee on the Validation of Alternative

Methods Communities of Practice Webinar on Non-animal
Approaches for Mixtures Assessment – 1981 ( Jan 11)

Interagency Coordinating Committee on the Validation of Alternative
Methods; Webcast – 18547 ( Apr 9)

Interagency Pain Research Coordinating Committee – 29791 ( Jun 3)
Interdepartmental Serious Mental Illness Coordinating Committee – 39052

( Jul 23)
Interdepartmental Substance Use Disorders Coordinating

Committee – 37759 ( Jul 16)
Lead Exposure and Prevention Advisory Committee – 14327 ( Mar 15)
Medical Device User Fee Amendments of Fiscal Years 2023 to 2027

Reauthorization – 10289 ( Feb 19)
Medicare Evidence Development and Coverage Advisory

Committee – 41040 ( Jul 30)
Medicare Program: Advisory Panel on Hospital Outpatient

Payment – 39025 ( Jul 23)
Medicare Program; Medicare Advisory Panel on Clinical Diagnostic

Laboratory Tests – 23385 ( May 3)
Medicare Program; New and Reconsidered Clinical Diagnostic Laboratory

Test Codes for the Clinical Laboratory Fee Schedule for Calendar Year
2022 – 23386 ( May 3)

Medicare Program; New Revisions to the Healthcare Common Procedure
Coding System Code Set – 31717 ( Jun 15)

Mine Safety and Health Research Advisory Committee – 21739 ( Apr 23)
Mine Safety and Health Research Advisory Committee;

Cancellation – 40051 ( Jul 26)
Model Informed Drug Development Approaches for Immunogenicity

Assessments; Workshop – 21753 ( Apr 23)
Morphine Milligram Equivalents: Current Applications and Knowledge

Gaps, Research Opportunities, and Future Directions; Public
Workshop; Request for Comments – 20172 ( Apr 16)

Multi-Agency Informational Meetings to Discuss Reporting Requirements
for Entities – 38095 ( Jul 19)

Muscular Dystrophy Coordinating Committee – 22060 ( Apr 26)
National Advisory Committee on the National Health Service Corps – 1517

( Jan 8)
National Advisory Committee on the Sex Trafficking of Children and Youth

in the United States – 46258 ( Aug 18)
National Advisory Council – 10992 ( Feb 23); 43561 ( Aug 9)
National Advisory Council for Healthcare Research and Quality – 10091

( Feb 18); 35093 ( Jul 1)
National Advisory Council on Drug Abuse – 19893 ( Apr 15)
National Advisory Council on Migrant Health – 14642 ( Mar 17)
National Advisory Council on Minority Health and Health

Disparities – 19895 ( Apr 15); 38106 ( Jul 19)
National Arthritis and Musculoskeletal and Skin Diseases – 43558 ( Aug 9)
National Biodefense Science Board – 22693 ( Apr 29)
National Cancer Institute – 4102 ( Jan 15); 6662 ( Jan 22); 7296 ( Jan 27); 8204,

8204, 8210, 8215 ( Feb 4); 9078 ( Feb 11); 11308 ( Feb 24); 12196 ( Mar 2);
12960, 12960 ( Mar 5); 16229 ( Mar 26); 17393 ( Apr 2); 17614 ( Apr 5);
19894 ( Apr 15); 22694 ( Apr 29); 26060 ( May 12); 26538 ( May 14); 27094
( May 19); 27458 ( May 20); 28371 ( May 26); 30062, 30063 ( Jun 4); 30322
( Jun 7); 31725 ( Jun 15); 34028 ( Jun 28); 37337 ( Jul 15); 38729 ( Jul 22);
40862 ( Jul 29); 46259 ( Aug 18); 46707, 46708 ( Aug 19); 47652 ( Aug 26)

National Center for Advancing Translational Sciences – 5224 ( Jan 19); 6894
( Jan 25); 8209, 8213 ( Feb 4); 8369 ( Feb 5); 10081 ( Feb 18); 13723
( Mar 10); 18290 ( Apr 8); 20506, 20507 ( Apr 20); 24877 ( May 10); 26060
( May 12); 27636 ( May 21); 30610, 30611 ( Jun 9); 32271 ( Jun 17); 42868
( Aug 5); 43260 ( Aug 6); 46860 ( Aug 20); 48230 ( Aug 27); 48746 ( Aug 31)

National Center for Complementary and Integrative Health – 4101 ( Jan 15);
7300, 7300 ( Jan 27); 8206, 8209, 8212 ( Feb 4); 8918 ( Feb 10); 24636
( May 7); 27855 ( May 24); 29790, 29791 ( Jun 3); 35521, 35521 ( Jul 6);
36566 ( Jul 12); 41073 ( Jul 30)

National Center for Health Statistics, ICD-10 Coordination and
Maintenance Committee – 7294 ( Jan 27)

National Center for Health Statistics; ICD-10 Coordination and
Maintenance Committee – 40054 ( Jul 26)

National Clinical Care Commission – 7730 ( Feb 1); 23731 ( May 4); 38492
( Jul 21)

National Clinical Care Commission; Correction – 26534 ( May 14)
National Committee on Vital and Health Statistics – 13721 ( Mar 10); 33318,

33320 ( Jun 24); 46705 ( Aug 19)
National Deafness and Other Communication Disorders – 20181 ( Apr 16)
National Eye Institute – 2687 ( Jan 13); 4104 ( Jan 15); 7101 ( Jan 26); 7302

( Jan 27); 8210 ( Feb 4); 14132 ( Mar 12); 24406 ( May 6); 28851, 28851
( May 28); 31725 ( Jun 15); 32051 ( Jun 16); 37166 ( Jul 14); 38494 ( Jul 21);
43260 ( Aug 6)

National Firefighter Registry Subcommittee – 30047 ( Jun 4)
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National Heart, Lung, and Blood Institute – 316 ( Jan 5); 2421, 2422, 2423
( Jan 12); 2684 ( Jan 13); 8366, 8368, 8368, 8370, 8371 ( Feb 5); 10591
( Feb 22); 12955, 12962 ( Mar 5); 13723, 13723, 13723, 13724, 13724
( Mar 10); 17848 ( Apr 6); 19276 ( Apr 13); 23391 ( May 3); 24404, 24405,
24405, 24405, 24407, 24407 ( May 6); 24874, 24876 ( May 10); 26538
( May 14); 27857 ( May 24); 29270 ( Jun 1); 30610, 30611 ( Jun 9); 30963,
30964, 30965, 30966, 30967 ( Jun 10); 32271 ( Jun 17); 33323 ( Jun 24);
33720 ( Jun 25); 35813 ( Jul 7); 36564, 36565 ( Jul 12); 40861 ( Jul 29);
41983 ( Aug 4)

National Human Genome Research Institute – 5225 ( Jan 19); 8207 ( Feb 4);
8370 ( Feb 5); 9078, 9078, 9078, 9079, 9081 ( Feb 11); 9357 ( Feb 12);
16378 ( Mar 29); 19894 ( Apr 15); 24408 ( May 6); 26537 ( May 14); 29589
( Jun 2); 32271 ( Jun 17); 48747 ( Aug 31)

National Institute of Allergy and Infectious Diseases – 551, 552 ( Jan 6);
1981, 1982, 1983, 1983 ( Jan 11); 2686 ( Jan 13); 3162, 3164, 3165
( Jan 14); 7101 ( Jan 26); 7299 ( Jan 27); 8209, 8212, 8213, 8214 ( Feb 4);
9356 ( Feb 12); 9521 ( Feb 16); 10328, 10328 ( Feb 19); 10989, 10989
( Feb 23); 11782, 11783 ( Feb 26); 12009 ( Mar 1); 12195, 12195 ( Mar 2);
12962 ( Mar 5); 14131 ( Mar 12); 14642 ( Mar 17); 14934, 14935, 14936
( Mar 19); 16229, 16230 ( Mar 26); 16741 ( Mar 31); 17848 ( Apr 6); 20177,
20180, 20180 ( Apr 16); 20701, 20701, 20702 ( Apr 21); 22061 ( Apr 26);
22693 ( Apr 29); 23734, 23735 ( May 4); 24634 ( May 7); 25875, 25877
( May 11); 26929, 26931 ( May 18); 27460 ( May 20); 27854, 27854
( May 24); 28119, 28121 ( May 25); 28371 ( May 26); 28633, 28634, 28636,
28637 ( May 27); 29591, 29591, 29592 ( Jun 2); 30060 ( Jun 4); 31724
( Jun 15); 32051, 32051 ( Jun 16); 33325, 33329 ( Jun 24); 34245, 34246
( Jun 29); 35307 ( Jul 2); 38348 ( Jul 20); 38729 ( Jul 22); 43557, 43558
( Aug 9); 47122 ( Aug 23); 48229, 48231, 48232 ( Aug 27); 48433, 48434
( Aug 30)

National Institute of Allergy and Infectious Diseases; Closed – 48432
( Aug 30)

National Institute of Arthritis and Musculoskeletal and Skin
Diseases – 2684 ( Jan 13); 7100, 7102 ( Jan 26); 11781 ( Feb 26); 12486
( Mar 3); 19629 ( Apr 14); 26539 ( May 14); 26933 ( May 18); 46859
( Aug 20)

National Institute of Biomedical Imaging and Bioengineering – 6661
( Jan 22); 10592 ( Feb 22); 13397 ( Mar 8); 18546 ( Apr 9); 23974, 23975
( May 5); 31508 ( Jun 14); 39052 ( Jul 23); 40863 ( Jul 29); 41075 ( Jul 30);
46709 ( Aug 19); 48232 ( Aug 27)

National Institute of Dental and Craniofacial Research – 2686 ( Jan 13);
6658 ( Jan 22); 6891 ( Jan 25); 7298 ( Jan 27); 14468 ( Mar 16); 22970,
22971 ( Apr 30); 27638 ( May 21); 29270, 29270 ( Jun 1); 44736 ( Aug 13);
47651 ( Aug 26)

National Institute of Diabetes and Digestive and Kidney Diseases – 316
( Jan 5); 4105 ( Jan 15); 5225 ( Jan 19); 8205, 8208, 8210, 8212 ( Feb 4);
9357, 9357 ( Feb 12); 9520 ( Feb 16); 10590, 10592, 10592 ( Feb 22); 11782
( Feb 26); 12487 ( Mar 3); 12959 ( Mar 5); 13568 ( Mar 9); 14936 ( Mar 19);
15691 ( Mar 24); 16601 ( Mar 30); 17847, 17849 ( Apr 6); 20177 ( Apr 16);
21757 ( Apr 23); 22062, 22063, 22064 ( Apr 26); 23975 ( May 5); 26925
( May 18); 29590, 29591, 29592 ( Jun 2); 30322 ( Jun 7); 30610 ( Jun 9);
33324, 33329, 33331 ( Jun 24); 35816 ( Jul 7); 40603 ( Jul 28); 41074
( Jul 30); 43557, 43557 ( Aug 9); 46859, 46860 ( Aug 20); 47122, 47123,
47124 ( Aug 23); 48232 ( Aug 27)

National Institute of Environmental Health Science – 14935 ( Mar 19);
45742 ( Aug 16)

National Institute of Environmental Health Sciences – 2423 ( Jan 12); 5226
( Jan 19); 6893 ( Jan 25); 12957 ( Mar 5); 15225 ( Mar 22); 22695 ( Apr 29);
24404 ( May 6); 27637 ( May 21); 34243 ( Jun 29); 38106 ( Jul 19); 46708
( Aug 19); 48747 ( Aug 31)

National Institute of Environmental Sciences – 12961 ( Mar 5)
National Institute of General Medical Sciences – 5225, 5226 ( Jan 19); 8205,

8206, 8210, 8211 ( Feb 4); 9356 ( Feb 12); 10093 ( Feb 18); 11784 ( Feb 26);
12197 ( Mar 2); 13567 ( Mar 9); 20181, 20182 ( Apr 16); 20507, 20507
( Apr 20); 21324 ( Apr 22); 28119, 28122 ( May 25); 28370 ( May 26); 29589,
29590 ( Jun 2); 33322 ( Jun 24); 40602 ( Jul 28); 46858, 46860 ( Aug 20);
47121, 47124, 47125 ( Aug 23)

National Institute of Mental Health – 552 ( Jan 6); 4101 ( Jan 15); 6661
( Jan 22); 7299 ( Jan 27); 8212, 8217 ( Feb 4); 8369 ( Feb 5); 9946 ( Feb 17);
11307, 11309, 11309 ( Feb 24); 12008 ( Mar 1); 20180 ( Apr 16); 23731
( May 4); 24406 ( May 6); 24636 ( May 7); 24874 ( May 10); 26059 ( May 12);
26740 ( May 17); 27636 ( May 21); 30466 ( Jun 8); 31331 ( Jun 11); 33324
( Jun 24); 35309 ( Jul 2); 36564 ( Jul 12); 38493 ( Jul 21); 44736 ( Aug 13);
48232 ( Aug 27)

National Institute of Neurological Disorders and Stroke – 3163, 3164
( Jan 14); 6893 ( Jan 25); 7102 ( Jan 26); 7299, 7302 ( Jan 27); 8651 ( Feb 8);
10329 ( Feb 19); 10991 ( Feb 23); 11783 ( Feb 26); 12195 ( Mar 2); 12962
( Mar 5); 14934 ( Mar 19); 16231 ( Mar 26); 16378 ( Mar 29); 19275
( Apr 13); 22695 ( Apr 29); 26538 ( May 14); 27095 ( May 19); 27458, 27460
( May 20); 29588 ( Jun 2); 29791 ( Jun 3); 30466, 30467 ( Jun 8); 33325
( Jun 24); 34248 ( Jun 29); 35522 ( Jul 6); 37167 ( Jul 14); 38348 ( Jul 20);
39051 ( Jul 23); 44029 ( Aug 11); 46001 ( Aug 17); 48230 ( Aug 27)

National Institute of Nursing Research – 2687 ( Jan 13); 3162 ( Jan 14); 6894
( Jan 25); 7300 ( Jan 27); 22693 ( Apr 29); 27459 ( May 20); 31330 ( Jun 11);
46259 ( Aug 18)

National Institute on Aging – 316, 317, 318 ( Jan 5); 2683, 2687, 2687
( Jan 13); 5224 ( Jan 19); 6355 ( Jan 21); 7103 ( Jan 26); 8215, 8217 ( Feb 4);
9356 ( Feb 12); 10091 ( Feb 18); 11309 ( Feb 24); 12197 ( Mar 2); 12961
( Mar 5); 14935 ( Mar 19); 16230 ( Mar 26); 17393 ( Apr 2); 17847 ( Apr 6);
18289, 18289, 18290, 18290 ( Apr 8); 21323 ( Apr 22); 22062, 22062
( Apr 26); 22215 ( Apr 27); 22970 ( Apr 30); 23732 ( May 4); 24404 ( May 6);
26539 ( May 14); 27638 ( May 21); 28118, 28118 ( May 25); 30322 ( Jun 7);
30610 ( Jun 9); 31330 ( Jun 11); 38492, 38494 ( Jul 21); 40067 ( Jul 26);
40602, 40602, 40603 ( Jul 28); 41984, 41985 ( Aug 4); 43260 ( Aug 6);
43557, 43559 ( Aug 9); 46002 ( Aug 17); 46857 ( Aug 20); 47122, 47125
( Aug 23)

National Institute on Alcohol Abuse and Alcoholism – 1519 ( Jan 8); 9081
( Feb 11); 9946 ( Feb 17); 12958 ( Mar 5); 17394 ( Apr 2); 20178 ( Apr 16);
22061 ( Apr 26); 26927 ( May 18); 30060 ( Jun 4); 40601, 40603 ( Jul 28);
41854 ( Aug 3); 44737 ( Aug 13); 47123 ( Aug 23)

National Institute on Alcohol Abuse and Alcoholism; Amended – 4105
( Jan 15)

National Institute on Deafness and Other Communication
Disorders – 34244 ( Jun 29)

National Institute on Deafness and Other Communication
Disorders – 7101, 7102 ( Jan 26); 12487, 12487 ( Mar 3); 21758 ( Apr 23);
24406 ( May 6); 27095 ( May 19); 41074 ( Jul 30)

National Institute on Drug Abuse – 3160, 3162, 3165 ( Jan 14); 6894 ( Jan 25);
7297, 7300 ( Jan 27); 8651 ( Feb 8); 10092 ( Feb 18); 12194 ( Mar 2); 12960
( Mar 5); 13397 ( Mar 8); 13568 ( Mar 9); 14131 ( Mar 12); 14937 ( Mar 19);
19893 ( Apr 15); 22063 ( Apr 26); 24637 ( May 7); 25876 ( May 11); 26537
( May 14); 32051 ( Jun 16); 37167 ( Jul 14); 41983, 41984 ( Aug 4)

National Institute on Minority Health and Health Disparities – 5224
( Jan 19); 10594 ( Feb 22); 24404 ( May 6); 24877 ( May 10); 26929
( May 18); 33322, 33329 ( Jun 24); 47324 ( Aug 24)

National Institutes of General Medical Sciences – 10094 ( Feb 18)
National Library of Medicine – 1983 ( Jan 11); 8203, 8214 ( Feb 4); 12195,

12197, 12198 ( Mar 2); 14935 ( Mar 19); 17848 ( Apr 6); 20701, 20702,
20702 ( Apr 21); 32272 ( Jun 17); 33328, 33329 ( Jun 24); 37166 ( Jul 14)

National Toxicology Program Board of Scientific Counselors – 111 ( Jan 4);
12956 ( Mar 5); 23733 ( May 4); 35308 ( Jul 2)

National Vaccine Advisory Committee – 17170 ( Apr 1)
Neurological Devices Panel of the Medical Devices Advisory

Committee – 26524 ( May 14)
Notice of Diabetes Mellitus Interagency Coordinating Committee – 9522

( Feb 16)
Novel and Exceptional Technology and Research Advisory

Committee – 28369 ( May 26)
Office of Global Affairs, World Health Assembly – 18544 ( Apr 9)
Office of Research Infrastructure Programs Special Emphasis

Panel – 26535 ( May 14)
Office of the Director – 8207, 8208 ( Feb 4); 8371 ( Feb 5); 10594 ( Feb 22);

15691 ( Mar 24); 20179 ( Apr 16); 21758 ( Apr 23); 22061 ( Apr 26); 24636
( May 7)

Office of the Director; Helping to End Addiction Long-Term Multi-
Disciplinary Working Group – 43669 ( Aug 10)

Oncologic Drugs Advisory Committee – 14125 ( Mar 12)
Oncologic Drugs Advisory Committee; Establishment of a Public

Docket – 26526 ( May 14)
Patient Engagement Advisory Committee – 44028 ( Aug 11)
Patient-Focused Drug Development for Vitiligo – 4085 ( Jan 15)
Pediatric Advisory Committee – 43666 ( Aug 10)
Pediatric Oncology Subcommittee of the Oncologic Drugs Advisory

Committee – 19272 ( Apr 13)
Pharmacy Compounding Advisory Committee – 24631 ( May 7)
Physician-Focused Payment Model Technical Advisory Committee – 550

( Jan 6)
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Potential Approach for Ranking of Antimicrobial Drugs According to Their
Importance in Human Medicine; A Risk Management Tool for
Antimicrobial New Animal Drugs – 18988 ( Apr 12)

Potential Medication Error Risks with Investigational Drug Container
Labels – 14457 ( Mar 16)

Prescription Drug User Fee Act – 4086 ( Jan 15)
Presidential Advisory Council on Combating Antibiotic-Resistant

Bacteria – 26059 ( May 12)
Presidential Advisory Council on HIV/AIDS – 10587 ( Feb 22); 36144 ( Jul 8)
Reauthorization of the Prescription Drug User Fee Act – 47316 ( Aug 24)
Safety and Occupational Health Study Section – 16370 ( Mar 29)
Science Advisory Board to the National Center for Toxicological Research

Advisory Committee – 17609 ( Apr 5)
Scientific Advisory Committee on Alternative Toxicological

Methods – 34771 ( Jun 30)
Scientific Workshop on Violence and Related Health Outcomes in Sexual

and Gender Minority Communities Open Session – 40863 ( Jul 29)
Secretary's Advisory Committee on Human Research Protections – 33316

( Jun 24)
Subcommittees – 15220 ( Mar 22); 47644 ( Aug 26)
The Drug Supply Chain Security Act Pilot Project Program and Enhanced

Drug Distribution Security; Reopening of the Comment Period – 15685
( Mar 24)

Tick-Borne Disease Working Group – 40065 ( Jul 26)
Vaccines and Related Biological Products Advisory Committee – 9071

( Feb 11); 9506 ( Feb 16); 27635 ( May 21); 47314 ( Aug 24)
Modifications to the List of Recognized Standards:

Recognition List Number: 055 – 22678 ( Apr 29)
Modified Risk Tobacco Product Application:

IQOS 3 System Holder and Charger Submitted by Philip Morris Products
SA – 26530 ( May 14)

National Health and Nutrition Examination Survey Stored Biologic
Samples:

Proposed Cost Schedule and Guidelines for Proposals to Use Serum,
Plasma, and Urine Samples – 44367 ( Aug 12)

National Practitioner Data Bank:
Change in User Fees – 38491 ( Jul 21)

National Toxicology Program:
Draft Technical Reports on Sodium Tungstate Dihydrate, Di-n-butyl

phthalate, and Di(2-ethylhexyl) Phthalate – 9947 ( Feb 17)
National Vaccine Injury Compensation Program:

List of Petitions Received – 6651 ( Jan 22); 10980 ( Feb 23); 14459 ( Mar 16);
26736 ( May 17); 33315 ( Jun 24); 38103 ( Jul 19); 45999 ( Aug 17)

Needs and Challenges in Personal Protective Equipment Use for
Underserved User Populations – 45732 ( Aug 16)

New Drug Application; Proposal to Refuse:
Sotagliflozin Oral Tablets, 200 Milligrams and 400 Milligrams;

Hearing – 12471 ( Mar 3)
New Drug Applications:

Lavipharm Laboratories, Inc., et al.; Withdrawal of Approval – 18542
( Apr 9)

Morton Grove Pharmaceuticals Inc. et al.; Withdrawal of Approval of
Seven – 12950 ( Mar 5)

Opportunity to Co-Sponsor Office of Research Integrity Workshops;
Correction – 15487 ( Mar 23)

Order:
Thomas J. Whalen: Final Debarment – 16222 ( Mar 26)

Outsourcing Facility Fee Rates for Fiscal Year 2022 – 40588 ( Jul 28)
Patient Safety Organizations:

Voluntary Relinquishment for the Sigma PSO, LLC – 23371 ( May 3)
Persons that Entered the Over-the-Counter Drug Market to Supply Hand

Sanitizer during the COVID-19 Public Health Emergency are not
Subject to the Over-the-Counter Drug Monograph Facility Fee – 2420
( Jan 12)

Post-Marketing Pediatric-Focused Product Safety Reviews – 43667 ( Aug 10)
Potential Approach for Defining Durations of Use for Medically Important

Antimicrobial Drugs Intended for Use in or on Feed:
A Concept Paper – 10979 ( Feb 23)

Practice Guidelines for the Administration of Buprenorphine for Treating
Opioid Use Disorder – 22439 ( Apr 28)

Prescription Drug User Fee Rates for Fiscal Year 2022 – 45732 ( Aug 16)
Privacy Act; Matching Program – 14123 ( Mar 12); 15942 ( Mar 25); 16217,

16219 ( Mar 26); 21741 ( Apr 23); 23728 ( May 4)
Privacy Act; System of Records – 12699, 12704 ( Mar 4)

Privacy Act; Systems of Records – 2677 ( Jan 13); 28362 ( May 26)
Program Application Instructions for Adult Protective Services

Funding – 7726 ( Feb 1); 28839 ( May 28)
Program Application Instructions for Long-Term Care Ombudsman

Program Funds – 7728 ( Feb 1)
Program Application Instructions:

State Councils on Developmental Disabilities to Expand COVID-19 Vaccine
Access for People with Disabilities – 18063 ( Apr 7)

University Centers for Excellence in Developmental Disabilities Network to
Expand COVID-19 Vaccine Access for People with Disabilities – 18061
( Apr 7)

Proposed Revised Vaccine Information Materials – 1977 ( Jan 11)
Proposed Substances to be Evaluated for Toxicological Profile

Development – 40843 ( Jul 29)
Prospective Grant of an Exclusive Patent License:

Adeno-associated virus polynucleotides, polypeptides and virions – 34246
( Jun 29)

Allogeneic Therapy for the Treatment of Autoimmune Disease Using
Chimeric Antigen Receptors Targeting CD19 – 10092 ( Feb 18)

Autologous Therapy for the Treatment of Autoimmune Disease Using
Chimeric Antigen Receptors Targeting CD19 – 10081 ( Feb 18)

Delivery of a corrective glucose-6-phosphatase-alpha gene to treat
glycogen storage disease type 1a in humans. – 33321 ( Jun 24)

Development and Commercialization of CD33-Specific Chimeric Antigen
Receptor Therapies for CD33-Expressing Malignancies Using Natural
Killer Cells Transduced with Retroviral or Lentiviral Vectors – 3163
( Jan 14)

Development and Commercialization of Cell Therapies for Cancer – 6892
( Jan 25); 23732, 23735 ( May 4)

Development and Commercialization of Certain Fusion Proteins and Their
Use for the Treatment of Humans with Short Stature – 6892 ( Jan 25)

Development and Commercialization of Monospecific CD22 Chimeric
Antigen Receptor Therapies for the Treatment of B-Cell
Malignancies. – 33326 ( Jun 24)

Development, Commercialization, and Use of Protein-Based Vaccines
Expressing Recombinant Measles and Mumps Immunogens for
Human Use to Prevent Measles and/or Mumps Infections, Disease,
and Transmission – 26927 ( May 18)

Engineered tumor infiltrating lymphocytes for cancer therapy – 11548
( Feb 25)

Engineered Tumor Infiltrating Lymphocytes for Cancer Therapy;
Correction – 14331 ( Mar 15)

Gonucleotides Analogues Targeting Human LMNA ''amin A'' Gene – 36563
( Jul 12)

High ASS1 Expressing Tumors Embody a Purine Rich Genomic Signature
and Sensitivity to Purine Depletion – 36567 ( Jul 12)

Methods and Compositions for Adoptive Cell Therapy – 27852 ( May 24)
Multi-domain Amphipathic Helical Peptide for Use as a Human

Therapeutic in Patients with Atherosclerotic Cardiovascular Disease,
etc. – 43670 ( Aug 10)

N-butyldeoxynojirimycin to Treat Smith-Lemli Opitz Syndrome and
Diseases that Exhibit a Similar NPC-like Cellular Phenotype – 18545
( Apr 9)

Natural Product Based Nanoparticles as Dietary Management and/or
Treatment of Inflammatory Related Diseases – 23734 ( May 4)

P2Y14 Receptor Antagonists to Treat Kidney and Lung
Inflammation – 27858 ( May 24)

RP2 AAV-Based Gene Human Therapy for Ocular Diseases and Disorders
Including XLRP – 36565 ( Jul 12)

The Development of an Epidermal Growth Factor Receptor Variant III
Antibody-Drug Conjugate for the Treatment of EGFRvIII-Expressing
Human Cancers – 46858 ( Aug 20)

Prospective Grant of Exclusive License:
Inter-Institutional Agreement-Institution Lead; Biomarkers and

Immunogenic Compositions for Filarial Parasites – 35101 ( Jul 1)
Prospective Grant of Exclusive Patent License:

Chimeric Antigen Receptors Targeting CD56 – 16602 ( Mar 30)
Improved Live-Attenuated Vaccine for Respiratory Syncytial Virus – 41855

( Aug 3)
The Development of Natural Killer Cell Kita-Kyushu Lung Cancer Antigen 1

T Cell Receptor Therapy for the Treatment of KK-LC-1 Expressing
Human Cancers – 16603 ( Mar 30)

Public Health Determination Regarding an Exception for Unaccompanied
Noncitizen Children from the Order Suspending the Right to Introduce
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Certain Persons from Countries Where a Quarantinable
Communicable Disease Exists – 38717 ( Jul 22)

Public Health Reassessment and Order Suspending the Right to Introduce
Certain Persons from Countries Where a Quarantinable
Communicable Disease Exists – 42828 ( Aug 5)

Purchased/Referred Care Delivery Area Redesignation for the
Northwestern Band of the Shoshone Nation – 27451 ( May 20)

Re-Establishment of the Advisory Committee to the Director – 16738
( Mar 31)

Reallotment of FY 2021 Funds – 35520 ( Jul 6)
Regulatory Review Period for Purposes of Patent Extension:

BioMimics 3D Vascular Stent System – 17167 ( Apr 1)
IBSRELA – 17157 ( Apr 1)
TPOXX – 17160 ( Apr 1)

Request for Applications:
National Advisory Committee on Individuals with Disabilities and

Disasters; Correction – 35096 ( Jul 1)
New Members of the Clinical Trials Transformation Initiative/Food and

Drug Administration Patient Engagement Collaborative – 39044
( Jul 23)

Request for Comments:
Listing of Patent Information in the Orange Book – 14450 ( Mar 16)
Strategies to Improve Patient Safety; Draft Report to Congress and Review

by the National Academy of Medicine – 14752 ( Mar 18)
Request for Comments:

Evaluation of Study Data Exchange Standards for Submission of Study
Data to the Center for Veterinary Medicine – 47647 ( Aug 26)

Request for Information:
Accelerating Innovation in Diagnostic Testing for Lyme disease – 9075

( Feb 11)
Center for Indigenous Innovation and Health Equity Supporting Native

Hawaiian and Pacific Islander and American Indian/Alaska Native
Populations – 9351, 9353 ( Feb 12)

Comments on the National Institute of Diabetes and Digestive and Kidney
Diseases Draft Strategic Plan – 46000 ( Aug 17)

Developing the National Public Health Strategy for the Prevention and
Control of Vector-Borne Diseases in Humans – 22214 ( Apr 27)

Developing the National Public Health Strategy for the Prevention and
Control of Vector-Borne Diseases in Humans; Correction – 23391
( May 3)

Drinking Water Contaminants of Emerging Concern for the National
Emerging Contaminant Research Initiative – 28120 ( May 25); 35097
( Jul 1)

Evaluating the Clinical Pharmacology of Peptides; Establishment of a
Public Docket – 26525 ( May 14)

Genus Medical Technologies, LLC Versus Food and Drug
Administration – 43553 ( Aug 9)

Input on National Institute on Alcohol Abuse and Alcoholism's 2022-2026
Strategic Plan Outline – 33324 ( Jun 24)

Inviting Input on the ICCFASD 2022-2026 Strategic Plan Outline – 36567
( Jul 12)

Medical Reserve Corps – 27450 ( May 20)
National Eye Institute Draft Strategic Plan – 26739 ( May 17)
Needs and Challenges in Personal Protective Equipment Use for

Underserved User Populations – 33296 ( Jun 24)
Use of Clinical Algorithms that have the Potential to Introduce Racial/

Ethnic Bias into Healthcare Delivery – 12948 ( Mar 5)
Women’s Health Consensus Conference – 35099 ( Jul 1)
World Trade Center Health Program – 38720 ( Jul 22)

Request for Nominations:
Advisory Council on Alzheimer's Research, Care, and Services – 23730

( May 4)
Advisory Panel on Outreach and Education – 26039 ( May 12)
Device Good Manufacturing Practice Advisory Committee – 12696 ( Mar 4)
Individuals and Consumer Organizations for Advisory Committees – 1510

( Jan 8); 15944 ( Mar 25)
National Advisory Council for Healthcare Research and Quality – 34752

( Jun 30)
National Mammography Quality Assurance Advisory Committee – 1507

( Jan 8)
Voting Members on a Public Advisory Committee; Blood Products

Advisory Committee – 16220 ( Mar 26)
Request for Notification of Stakeholder Intention to Participate:

Animal Drug User Fee Act; Stakeholder Consultation Meetings on the
Animal Drug User Fee Act Reauthorization – 18991 ( Apr 12)

Animal Generic Drug User Fee Act; Stakeholder Consultation Meetings on
the Animal Generic Drug User Fee Act Reauthorization – 18987
( Apr 12)

Request for Proposals:
Requests for Proposals for Insulin Reimportation and Personal

Prescription Drug Importation – 6343 ( Jan 21)
Requests for Proposals for Insulin Reimportation and Personal

Prescription Drug Importation; Withdrawal – 36283 ( Jul 9)
Request for Supplemental Evidence and Data Submissions:

Systematic Review; Interventional Treatments for Acute and Chronic
Pain – 4077 ( Jan 15)

Requests for Nominations:
Advisory Board on Radiation and Worker Health for the Energy Employees

Occupational Illness Compensation Program Act – 35291 ( Jul 2)
Advisory Committee on Interdisciplinary, Community-Based

Linkages – 16377 ( Mar 29)
Advisory Committee on Training in Primary Care Medicine and

Dentistry – 19274 ( Apr 13)
Appointment to the CDC/HRSA Advisory Committee on HIV, Viral Hepatitis

and STD Prevention and Treatment – 36549 ( Jul 12)
Healthcare Infection Control Practices Advisory Committee – 14921

( Mar 19)
Individuals and Consumer Organizations for Advisory Committees – 44024

( Aug 11)
Initial Review Group for Scientific Peer Review – 25871 ( May 11)
Muscular Dystrophy Coordinating Committee – 24408 ( May 6)
Opportunity to Become a Healthy People 2030 Champion – 34026 ( Jun 28)

Requirement for Airlines to Collect Designated Information for Passengers
Destined for the United States Who Are Departing from, or Were
Otherwise Present in the Democratic Republic of the Congo or the
Republic of Guinea – 12685 ( Mar 4)

Requirement for Negative Pre-Departure COVID-19 Test Result or
Documentation of Recovery from COVID-19 for All Airline or Other
Aircraft Passengers Arriving into the United States from Any Foreign
Country – 6331 ( Jan 21); 7387 ( Jan 28)

Rescission of the Requirement for Airlines to Collect Designated
Information for Passengers Destined for the United States Who Are
Departing From, or Were Otherwise Present in the Democratic
Republic of the Congo – 23727 ( May 4)

Rescission of the Requirement for Airlines to Collect Designated
Information for Passengers Destined for the United States Who Are
Departing from, or Were Otherwise Present in the Republic of
Guinea – 26920 ( May 18)

Revised Single-Case Design Procedures and Standards:
Home Visiting Evidence of Effectiveness Review – 15221 ( Mar 22)

Revocation of Authorization of Emergency Use of an In Vitro Diagnostic
Device for Detection and/or Diagnosis of COVID-19 – 48736 ( Aug 31)

Revocation of Authorization of Emergency Use of Certain Medical Devices
During COVID-19 – 48712 ( Aug 31)

Revocation of Authorization:
Emergency Use of an In Vitro Diagnostic Device for Detection and/or

Diagnosis of COVID-19; Availability – 28841 ( May 28)
Emergency Use of a Medical Device During COVID-19 – 17162 ( Apr 1)
Emergency Use of a Medical Device During COVID-19; Availability – 28849

( May 28)
Secretarial Review and Publication of the 2020 Annual Report to Congress

and the Secretary Submitted by the Consensus-Based Entity Regarding
Performance Measurement – 48154 ( Aug 27)

Senior Executive Service 2021 Performance Review Board – 43669 ( Aug 10)
Senior Executive Service Performance Review Board – 31507 ( Jun 14)
Single-Source Awards:

Residential (Shelter) and Transitional Foster Care Services, and for Finger
Print Services for Unaccompanied Children – 24867 ( May 10)

Single-Source Supplement:
Amputee Coalition of America, Inc. for the National Limb Loss Resource

Center Cooperative Agreement – 21743 ( Apr 23)
National Center for Benefits Outreach and Enrollment – 21742 ( Apr 23)
Senior Medicare Patrol National Resource Center Grantee – 37336 ( Jul 15)
Senior Medicare Patrol State Grantees – 37334 ( Jul 15)

Single-Source Supplements:
Current Senior Medicare Patrol State Grantees – 30051 ( Jun 4)

Six Draft Toxicological Profiles – 40844 ( Jul 29)
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Sixth Amendment to Declaration under the Public Readiness and
Emergency Preparedness Act for Medical Countermeasures Against
COVID-19 – 9516 ( Feb 16); 10588 ( Feb 22)

Solicitation of Nominations:
Advisory Committee on Organ Transplantation – 28631 ( May 27)
Advisory Council on Blood Stem Cell Transplantation – 28632 ( May 27)

Statement of Organization, Functions, and Delegations of Authority – 6336,
6344, 6349, 6354 ( Jan 21); 7725 ( Feb 1); 35511 ( Jul 6); 48737 ( Aug 31)

Statement of Organization, Functions, and Delegations of Authority:
Establishment of the Office of Climate Change and Health Equity – 48745

( Aug 31)
Supplemental Award:

University of Arkansas System Telehealth Focused Rural Health Research
Center – 41043 ( Jul 30)

University of Southern Maine Rural Health Research Center – 26736
( May 17)

Supplemental Evidence and Data Request:
Evaluation of Mental Health Applications – 28601 ( May 27)
Improving Rural Health through Telehealth-Guided Provider-to-Provider

Communication – 12190 ( Mar 2)
Management of Infantile Epilepsy – 12946 ( Mar 5)
Schedule of Visits and Use of Telemedicine for Routine Antenatal

Care – 47310 ( Aug 24)
Temporary Exception from Expulsion of Unaccompanied Noncitizen

Children Pending Forthcoming Public Health Determination – 9942
( Feb 17)

Temporary Halt in Residential Evictions in Communities with Substantial or
High Transmission of COVID-19 to Prevent the Further Spread of
COVID-19 – 43244 ( Aug 6)

Temporary Halt in Residential Evictions to Prevent the Further Spread of
COVID-19 – 8020 ( Feb 3); 16731 ( Mar 31); 34010 ( Jun 28)

Temporary Suspension of Dogs Entering the United States from High-Risk
Rabies Countries – 32041 ( Jun 16)

Termination of Unapproved Drugs Initiative; Request for Information
Regarding Drugs Potentially Generally Recognized as Safe and
Effective; Withdrawal – 28605 ( May 27)

TG United, Inc., et al.; Withdrawal of Approval of 27 Abbreviated New Drug
Applications:

Correction – 17165 ( Apr 1)
The Systematic Review Report for Diagnosis and Treatment of Myalgic

Encephalomyelitis/Chronic Fatigue Syndrome – 26733 ( May 17)
Title IV-E Prevention Services Clearinghouse Handbook of Standards and

Procedures – 37332 ( Jul 15)
Updates to Uniform Standard for Waiver of the Ryan White HIV/AIDS

Program Core Medical Services Expenditure Requirement – 20500
( Apr 20)

User Guide and Technical Report:

Approaches to Developing Occupational Exposure Limits or Bands for
Engineered Nanomaterials – 36748 ( Jul 13)

Withdrawal of Approval of 21 Abbreviated New Drug Applications:
Morton Grove Pharmaceuticals, Inc., et al.; Correction – 36562 ( Jul 12)

Withdrawal of Approval of 27 Abbreviated New Drug Applications:
TG United Inc., et al. – 4081 ( Jan 15)

Withdrawal of Approval of 85 Abbreviated New Drug Applications:
Actavis Elizabeth, LLC, et al. – 40850 ( Jul 29)

Withdrawal of Approval of Abbreviated New Drug Application:
Breckenridge Pharmaceutical, Inc., Solifenacin Succinate Tablets, 5

Milligrams and 10 Milligrams – 48429 ( Aug 30)
Withdrawal of Approval of Abbreviated New Drug Applications:

VistaPharm, Inc., et.al. – 14130 ( Mar 12)
Watson Laboratories, Inc., et al. – 33718 ( Jun 25)

Withdrawal of Approval of New Drug Applications:
Bacitracin for Injection – 14127 ( Mar 12)
Bristol-Meyers Squibb Company, et al. – 14447 ( Mar 16)
Fresenius Kabi USA, LLC, et al. – 40591 ( Jul 28)
Lederle Laboratories et al. – 26058 ( May 12)
Lederle Laboratories et al.; Correction – 31722 ( Jun 15)
Morton Grove Pharmaceuticals Inc., et al.; Correction – 27440 ( May 20)

Withdrawal of Approval of Three New Drug Applications:
PolyMedica Industries Inc., et al. – 12474 ( Mar 3)

Withdrawal of Drug Products from Sale for Reasons of Safety or
Effectiveness:

BELVIQ (Lorcaserin Hydrochloride) Tablets, 10 Milligrams, and BELVIQ XR
(Lorcaserin Hydrochloride) Extended-Release Tablets, 20
Milligrams – 12697 ( Mar 4)

Withdrawal of Drug Products from Sale for Reasons other than Safety or
Effectiveness:

AVACLYR (Acyclovir Ophthalmic Ointment), 3 Percent – 27436 ( May 20)
Folic Acid, Oral Tablets, 1 Milligram, and Other Drug Products – 15682

( Mar 24)
NIPRIDE RTU (Sodium Nitroprusside), 10 Milligrams/50 Milliliters (0.2

Milligrams/Milliliters) – 14451 ( Mar 16)
NORMODYNE (labetalol hydrochloride) Injection, 5 Milligrams per

Milliliter – 27440 ( May 20)
NYMALIZE (nimodipine), Oral Solution, 3 Milligrams/Milliliter – 9944

( Feb 17)
Withdrawal of Drug Products from Sale for Reasons Other Than Safety or

Effectiveness:
VOTRIENT (Pazopanib Hydrochloride) Tablets, 400 Milligrams – 42843

( Aug 5)
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https://federalregister.gov/a/2021-01226
https://federalregister.gov/a/2021-02093
https://federalregister.gov/a/2021-14341
https://federalregister.gov/a/2021-18075
https://federalregister.gov/a/2021-18794
https://federalregister.gov/a/2021-16255
https://federalregister.gov/a/2021-10338
https://federalregister.gov/a/2021-11186
https://federalregister.gov/a/2021-04187
https://federalregister.gov/a/2021-04538
https://federalregister.gov/a/2021-18125
https://federalregister.gov/a/2021-03227
https://federalregister.gov/a/2021-16945
https://federalregister.gov/a/2021-02243
https://federalregister.gov/a/2021-06718
https://federalregister.gov/a/2021-13842
https://federalregister.gov/a/2021-12418
https://federalregister.gov/a/2021-11257
https://federalregister.gov/a/2021-06745
https://federalregister.gov/a/2021-10271
https://federalregister.gov/a/2021-15065
https://federalregister.gov/a/2021-08016
https://federalregister.gov/a/2021-14801
https://federalregister.gov/a/2021-14717
https://federalregister.gov/a/2021-00833
https://federalregister.gov/a/2021-16178
https://federalregister.gov/a/2021-18586
https://federalregister.gov/a/2021-05103
https://federalregister.gov/a/2021-13593
https://federalregister.gov/a/2021-05105
https://federalregister.gov/a/2021-05368
https://federalregister.gov/a/2021-16047
https://federalregister.gov/a/2021-09980
https://federalregister.gov/a/2021-12557
https://federalregister.gov/a/2021-10588
https://federalregister.gov/a/2021-04344
https://federalregister.gov/a/2021-04449
https://federalregister.gov/a/2021-10593
https://federalregister.gov/a/2021-06059
https://federalregister.gov/a/2021-05324
https://federalregister.gov/a/2021-10594
https://federalregister.gov/a/2021-03083
https://federalregister.gov/a/2021-16692
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